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[Docket  No.  76N-O4601 

CERTAIN  FLUOROCARBONS  (CHLORO- 
FLUOROCARBONS)  IN  FOOD,  FOOD  AD¬ 
DITIVE,  DRUG,  ANIMAL  FOOD,  ANIMAL 
DRUG,  COSMETIC  AND  MEDICAL  DE¬ 
VICE  PRODUCTS  AS  PROPELLANTS  IN 
SELF-PRESSURIZED  CONTAINERS 

Proposed  Prohibition  on  Use 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION :  Proposed  rule. 

SUMMARY:  This  is  a  proposal  to  pro¬ 
hibit  the  use  of  certain  fluorocarbons, 
which  are  fully  halogenated  chloro- 
fluoroalkanes  (chlorofiuorocarbons) ,  as 
propellants  in  self -pressurized  contain¬ 
ers  in  products  subject  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (PFDCA) . 
This  action  is  proposed  because  chloro¬ 
fiuorocarbons  may  deplete  stratospheric 
ozone,  leading  to  an  increase  in  skin 
cancer,  climate  changes,  and  other  ad¬ 
verse  effects.  Essential  uses  of  chloro¬ 
fiuorocarbons,  spiecified  in  the  regulation, 
would  not  be  subject  to  the  regulation. 

Related  actions:  (1)  A  final  rule  has 
been  published  in  the  Federal  Register 
of  AprU  29,  1977  (42  FR  22017)  that  re¬ 
quires  warning  statements  on  fo(xls, 
drugs,  animal  food,  animal  drugs,  cos¬ 
metics,  and  medical  devices  in  self- 
pressurized  containers  that  contain 
chlorofluorocarbon  propellants.  (2)  The 
Environmental  Protection  Agency  (EPA) 
is  issuing  in  the  Federal  Register  a  pro¬ 
posed  rule  which  would  prohibit,  under 
the  Toxic  Substances  Control  Act 
(TSCA)  the  manufacture,  processing  or 
initial  distribution  in  commerce  of 
chlorofluorocarbons  for  aerosol  propel¬ 
lant  uses  except  for  specified  essential 
uses.  (3)  The  Consiuner  Product  Safety 
Commission  (the  Safety  Commission) 
has  published  in  the  Federal  Register  of 
April  29,  1977  (42  FR  21807)  a  proposed 
rule  to  require  a  warning  on  consiuner 
aerosol  products  subject  to  the  Consumer 
Product  Safety  Act  that  contain  chloro- 
fluor(x:arbon  propellants.  The  Safety 
Commission  Is  issuing  in  the  Federal 
Register  a  Notice  of  Commission  Action 
in  Response  to  the  Environmoital  Pro¬ 
tection  Agency’s  Proposed  Ban  with  re¬ 
spect  to  Nonessential  Uses  of  Fully 
Halogenated  ChloroflucM*oalkanes  as 
Propellants  in  Consumer  Aerosol 
Products. 

DATE  AND  ADDRESS  FOR  SUBMIS¬ 
SION  OP  COMMENTS:  Interested  per¬ 
sons  may.  on  or  before  July  12,  1977, 
submit  to  the  Hearing  Clo'k  (HFC-20). 
Food  and  Drug  Administration,  Rm. 
4-65,  5600  Fishers  Lane,  Rockville,  MD 
20857,  written  comments  (preferably  In 
quadnipllcate  and  Identifled  with  the 
Healing  Clerk  docket  number  found  in 
brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  notice  of  FDA’s 
iMoposed  acticm.  Received  conunents 


may  be  se^  in  the  above  office  between 
the  hours  of  9  am.  and  4  pm.,  Monday 
through  Friday.  The  cmnment  period 
will  be  open,  for  the  limited  purpose 
described  below,  for  30  days  after  the 
conclusi<m  of  the  hearing  to  be  held  by 
EPA.  Comments  on  the  actions  proposed 
by  EPA  and  CPSC  should  be  directed  to 
the  respective  agency  at  the  address  in¬ 
dicated  in  the  document  proposing  the 
action. 

PROPOSED  EFFECTIVE  DATES:  Food, 
drug,  device  or  cosmetic  products  manu¬ 
factured  or  packaged  on  or  after  Decem¬ 
ber  15,  1978,  and  finished  products 
initially  introduced  into  interstate  com¬ 
merce  on  or  after  April  15,  1979  would 
have  to  comply  with  the  regulation. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Buzz  L.  Hoffmann,  Deputy  Director, 

Environmental  Impact  Staff  (HFS- 

32),  Food  and  Drug  Administration, 

Department  of  Health,  Educatiim,  and 

Welfare,  5600  Fishers  Lane,  Rockville, 

MD  20857,  301-443-4502. 

SUPPLEMENTARY  INFORMATION: 
The  Food  and  Drug  Administration  is 
proposing  to  prohibit  the  use  of  chloro¬ 
fluorocarbons  as  propellants  in  self -pres¬ 
surized  containers  in  products  subject  to 
the  FFDCA.  The  products  to  which  the 
regulation  applies  are  human  food  (in¬ 
cluding  food  additives),  human  drugs 
(including  biological  products),  animal 
food,  animal  drugs,  cosmetics,  and  medi¬ 
cal  devices.  The  proposed  prohibition 
would  not  apply  to  uses,  specified  in  the 
rule,  that  the  Commissioner  has  con¬ 
cluded  are  essential. 

The  Food  and  Drug  Administration  is 
proposing  this  prohibition  to  reduce  the 
risk  of  stratospheric  ozone  depletion 
posed  by  the  release  of  chlorofluorocar¬ 
bons.  A  reduction  of  stratospheric  ozone 
may  increase  the  amount  of  ultraviolet 
radiation  reaching  the  earth,  and  as  a 
result  increase  the  incidence  of  skin  can¬ 
cer,  change  climate,  and  produce  other 
adverse  effects.  Chlorofluorocarbon  re¬ 
lease  may  also  affect  climate  by  increas¬ 
ing  infrared  absorption  in  the  atmos¬ 
phere. 

The  Commissioner  of  Food  and  Drugs 
took  the  initial  steps  toward  phasing  out 
the  use  of  chlorofluorocarbons  in  prod¬ 
ucts  subject  to  the  FFDCA  in  a  pro¬ 
posal  to  require  warning  statements 
(Docket  No.  76N-0459).  and  in  a  notice 
of  intent  to  propose  rules  and  request  for 
Information  (Docket  No.  76N-6460), 
which  published  in  the  Federal  Register 
of  November  26. 1976  (41  FR  52071, 52070, 
respectively).  The  preamble  to  the  pro¬ 
posal  to  require  a  warning  statement  set 
forth  the  Commissioner’s  reasons  for 
believing  that  regulatory  action  is  neces¬ 
sary  to  phase  out  use  of  chlorofluoro¬ 
carbons.  The  Commissioner  published  in 
the  Federal  Register  of  April  29, 1977  (42 
FR  22017)  a  flnal  rule  requiring  a  warn¬ 
ing  statmoit  on  products  subject  to  the 
FFDCA.  m  the  preamble  to  the  flnal  rule, 
the  Commissioner  discussed  the  com¬ 
ments  received  on  the  iMx^xxsed  warning 
statement.  The  Commissioner  relies  on 


the  administrative  record  rating  to  the 
required  warning  statemmt  (D(X)ket  No. 
76N-0459),  which  is  publicly  available, 
to  suptx»rt  and  demonstrate  the  need  for 
this  proi>osal  to  prohibit  the  use  of 
chlorofluorocarbons  as  propellants  in 
self -pressurized  containers  in  pnxlucts 
subject  to  the  FFDCA.  The  Commissioner 
has  discussed  below  the  proposed  regula¬ 
tion,  the  comments  submitted  on  the 
notice  of  intent,  and  the  coordination  of 
FDA’s  regulatory  action  with  the  action 
of  other  Federal  agencies. 

Proposed  Regulation 

The  proposed  regulation  declares  that 
any  food,  drug,  device,  or  cosmetic  in  a 
self -pressurized  container  that  contains 
a  chlorofluorocarbon  propellant  is  adul¬ 
terated  and/or  misbranded  with  the  ex¬ 
ceptions  noted  below.  In  addition,  any 
drug  product  for  human  or  animal  use 
in  a  self -pressurized  container  that  con¬ 
tains  a  chlorofluorocarbon  propellant  is 
a  new  drug  or  a  new  animal  drug.  This 
proposed  regulation  applies  to  any  fully 
halogenated  chlorofluoroalkane  (chloro¬ 
fluorocarbon)  used  in  a  self -pressurized 
container  as  a  propellant  to  expel  a  dif¬ 
ferent  liquid  or  solid  material  under 
pr^ure.  The  reason  for  covering  only 
propellant  uses  and  an  explanation  of  the 
applicability  of  the  definition  are  given 
in  the  preamble  to  the  flnal  rule  estab¬ 
lishing  the  warning  requirement  pub¬ 
lished  in  the  Federal  Register  of  April 
29,  1977  (42  FR  22017). 

Because  only  propellant  uses  are 
covered  at  this  stage,  the  proposed  phase¬ 
out  does  not  apply  to  the  use  of  chloro¬ 
fluorocarbon  as  an  aerating  agent  in 
foamed  or  sprayed  food  products,  such 
as  dessert  toppings  or  cheese  spreads. 
The  use  of  chlorofluorocarbons  as  an  aer¬ 
ating  agent  encompasses  the  stabilizer 
use  of  chlorofluorocarbons  referred  to  in 
the  flnal  rule  relating  to  the  warning  re¬ 
quirement  published  in  the  Federal 
Register  of  April  29. 1977  (42  FR  22018) . 
In  this  proposal,  the  term  “aerating 
agent’’  is  used  rather  than  the  term 
“stabilizer”  to  describe  the  function 
chlorofluorocarbons  perform  in  foamed 
or  sprayed  food  products  because  the 
“aerating  agent”  term  is  more  precise 
and  is  the  term  currently  used  in  the  food 
additive  regulations.  ITie  use  as  an  aerat¬ 
ing  agent  is  provided  for  under  a  food 
additive  regulation  that,  at  the  present 
time,  permits  use  of  a  chlorofluorocarbon 
both  as  a  propellant  and  an  aerating 
agent.  The  proposed  revision  of  the  reg¬ 
ulation  would  ensure  that  the  chloro¬ 
fluorocarbon  is  used  as  an  aerating  agent, 
with  any  prc^llant  side  effect  being  no 
more  than  is  minimally  necessary  to 
achieve  the  aerating  function.  TTie  Food 
and  Drug  Administration  intends  to  pro¬ 
pose  to  prohibit  nonpropellant  uses  of 
chlorofluorocarlxms,  other  than  essential 
uses,  in  conjunction  with  the  planned 
EPA  proposed  phaseout  of  nonprc^l- 
lant  uses.  The  projected  date  for  the  FDA 
proposal  Is  June  1978. 

Hie  Commissioner  notes  that  some 
uses  of  chlorofluorocarbon  propellants  in 
foods  may  be  “prior  sanctioned”  uses 
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that  are  not  within  the  definition  of  a 
food  additive  In  section  201(8)  of  the 
act  (21  UB.C.  321(8)).  and.  as  a  result, 
are  not  subject  to  the  requirements  In 
section  409  of  the  act  govemtnc  food 
additives  (21  U.S.C.  348).  The  Cranmls- 
sioner  Is  proposing  this  ban  otx  the  pro¬ 
pellant  uses  of  chlorofiuorocarbons  in 
foods  tn  reliance  on  section  402  of  the 
act  (21  U.S.C.  342) .  as  well  as  on  section 
409;  section  402  an>lies  to  all  foods.  In¬ 
cluding  “prlw  sanctioned”  uses.  Thus, 
any  food  containing  a  nonessoitlal 
chlorofiuorocartxm  propellant  in  viola¬ 
tion  of  a  final  rule  issued  as  a  result  of 
this  proposal,  would  be  considered  an 
adulterated  food  under  the  act,  notwlth- 
sttmdlng  the  fact  that  the  use  may  have 
been  prior  sanctioned  with  respect  to  the 
food  additive  requirements  of  the  act. 

The  proposed  regulatkm  exraipts  cer¬ 
tain  inducts  ccmtalnlng  a  cholorofluoro- 
carbon  In  a  self-pressurized  container 
from  the  adulterati<m  and  misbranding 
provisions  because  the  use  of  the  chloro- 
fiuorocarbon  In  these  products  has  been 
found  to  be  essential.  Any  drug  product 
whose  iise  of  a  chlorofiuorocarbon  has 
been  foimd  essential  Is  required,  how¬ 
ever,  to  have  an  approved  new  drug  ap¬ 
plication  (NDA).  Five  specific  uses  of 
chlorofiuorocarbon  as  a  prcg>ellant  in 
self -pressurized  ccmtalners  are  set  forth 
in  the  proposed  regulation  as  essratlal 
uses.  The  rationale  for  Including  these 
products  Is  discussed  In  the  preamble  to 
the  final  rule  establishing  the  warning 
reqiilrement  published  In  the  Fkdihal 
Register  of  April  29,  1977  (42  FR  22017) 
and  below  in  this  document. 

TTie  proposed  regulation  also  provides 
that  any  person  may  petltl<m  the  ag^cy 
to  request  that  other  products  containing 
a  chlorofluorocarbon  propellant  be  added 
to  the  list  of  uses  considered  essential. 
To  demonstrate  that  the  use  of  the 
chlorofluorocarlxm  is  essential,  the  peti¬ 
tion  must  be  supported  by  an  adequate 
showing  that  (1)  there  are  no  technically 
feasible  alternatives  to  the  use  of  a 
chlorofluorocarbon  In  the  product,  (11) 
the  product  provides  a  substantial 
health,  environmental,  or  public  benefit 
unobtainable  without  use  of  the  chloro¬ 
fluorocarbon,  and  (111)  the  use  does  not 
Involve  a  significant  release  of  chloro¬ 
fluorocarbon  Into  the  atmosphere  or.  if 
it  does,  the  reletise  is  warranted  by  the 
benefit  conveyed. 

Modification  of  the  proposed  list  of 
essential  uses  may  be  made  as  a  result  of 
comments  received  on  this  prc^xisal.  Any¬ 
one  who  submits  a  comment  requesting 
another  use  chlorofiuorocarbons  to  be 
exempted  frcnn  the  phaseout  regulation 
sliould  Include  the  Information  required 
to  be  submitted  In  support  of  a  petition. 

After  publication  of  the  final  regula¬ 
tion,  a  product  containing  a  chlorofluoro¬ 
carbon  can  only  be  exempted  from  the 
phaseout  regulation  by  submitting  a  peti¬ 
tion  requesting  an  amendment  to  the 
regulation.  Further,  If  the  product  Is  a 
drug  product,  an  NDA  or  a  new  animal 
drug  application  (NADA)  would  have  to 
be  submitted  and  approved. 

Many  of  the  drug  products  containing 
a  cholorofluorocarbcm  whose  use  has  not 


bem  found  to  be  essential  are  now  cov¬ 
ered  by  an  approved  NDA  or  NADA. 
Hinders  of  such  approved  applications 
will  not  be  able  to  market  their  prod¬ 
ucts  after  the  effective  date  of  the  final 
regulations  since  such  products  will  be 
adulterated  and/or  mislH^ded.  There¬ 
fore,  holders  of  these  aiH>roved  applica¬ 
tions  will  either  have  to  reformulate  their 
products  in  self -pressurized  containers, 
eliminating  the  chlorofluorocarbon,  or 
discontinue  them.  Since  it  is  proposed 
that  no  prodiKts  containing  a  chloro¬ 
fluorocarbon  as  a  proi}ellant  In  a  self- 
pressurized  container,  except  the  ex¬ 
empted  products,  be  manufactured  after 
December  IS,  1978,  any  holder  of  an  ap¬ 
proved  NDA  or  NADA  who  Is  reformulat¬ 
ing  the  product  should  submit  a  supple¬ 
mental  application  by  October  1, 1978,  to 
permit  prompt  review,  and  approval  be¬ 
fore  Decranber  IS,  1978.  These  supple¬ 
ments  should  be  complete  and  contain 
the  information  reqtilred  in  |  314.8  (21 
CFR  314.8)  or  {514.8  (21  CFR  514.8). 
Since  the  December  15,  1978,  date  for 
discontinuing  manufacturing  and  the 
April  15,  1979,  date  for  initial  Introduc¬ 
tion  into  Interstate  ccmunerce  apply  to 
all  products  subject  to  FDA’s  control.  It 
will  be  advantageous  for  each  NDA  hold¬ 
er  or  NADA  holder  who  is  reformulating 
his  product  to  be  certain  that  his  supple¬ 
mental  application  is  complete.  If  an 
NDA  holder  or  NADA  holder  does  not 
plan  to  reformulate  the  drug  product, 
he  should  submit  a  letter  requesting  that 
the  NDA  or  NADA  for  the  drug  product 
containing  a  chlorofluorocarbon  be  with¬ 
drawn  and  stating  that  the  right  to  a 
hearing  on  the  withdrawal  of  the  ap¬ 
plication  is  waived. 

Most  of  the  drug  products  containing 
a  chlorofluorocarbon  for  a  use  that  is 
considered  essential  are  the  subject  of 
an  iqiproved  NDA.  However,  some  me- 
tered-dose  adrenergic  bronchodilator 
drug  products  for  oral  Inhalation  and 
some  contraceptive  vaginal  foams  are 
marketed  without  NDA’s.  Since  any  drug 
containing  a  chlorofluorocarbon  as  a  pro¬ 
pellant  In  a  self -pressurized  container  Is 
a  new  drug.  It  will  be  necessary  for  a 
manufacturer  of  an  “essential”  drug 
product  not  covered  by  an  NDA  to  submit 
and  obtain  an  approved  application.  It  is 
proposed  that  such  an  application  must 
be  submitted  no  later  than  180  days  after 
the  date  of  publication  of  the  final  regu- 
latlcm  and  must  be  approved  by  Decern-^ 
ber  15.  1978,  for  the  firm  to  continue 
manufacturi^  the  product.  It  is  there¬ 
fore  recommended  that  each  firm  re¬ 
quired  to  submit  an  application  under 
this  requirement  discuss  the  type  of  in¬ 
formation  needed  to  support  the  appli¬ 
cation  with  FDA  before  submitting  the 
application. 

Any  sponsor  of  an  Investigational  new 
drug  (IND)  or  of  a  claimed  exemption 
for  a  new  animal  drug  (VIND)  for  a  drug 
product  containing  a  chlorofluorocar¬ 
bon  as  a  propellant  would  also  be  re¬ 
quired  by  the  pn^xised  regulations  to 
amend  the  IND  or  VIND  notice  to  re¬ 
view  the  formulation.  The  sponsor  could, 
however,  petition  the  agency  to  have  the 


use  of  the  chlorofluorocarbon  in  the  In¬ 
vestigational  drug  be  declared  an  essen¬ 
tial  use. 

Although  the  use  of  chlorofluorocarbon 
In  certain  products  is  exempt  from  these 
proposed  iriiaseout  regulations,  the  Com- 
mlssicmer  wishes  to  make  it  clear  that 
as  technology  changes,  this  list  may  be 
revised.  If  another  suitable  propellant 
becomes  available  or  alternate  route  of 
administration  for  any  essential  product 
Is  identified,  the  manufacturer  will  be 
expected  to  reformulate  his  iMnduct  ac¬ 
cordingly.  If  any  manufacturer  of  one 
of  the  products  on  the  list  of  essential 
uses  submits  data  In  support  of  a  re¬ 
formulated  product  that  does  not  Include 
a  chlorofluorocarbon,  the  Ccmunissioner 
will  consider  proposing  an  amendment  to 
the  regulation  to  delete  that  product 
from  ^e  exempt  list. 

Comments  on  the  Notice  or  Intent 

In  the  notice  of  Intent  and  request  for 
Information  that  published  on  November 
26,  1976,  the  Commlssimier  annoimced 
his  lntentl<m  to  phase  out  nonessential 
uses  of  chlorofiuorocarbons  in  FDA-reg¬ 
ulated  products.  The  Commissioner  has 
discussed  below  In  numbered  paragraphs 
the  comments  received  on  the  notice  of 
intent  to  the  extent  they  relate^  the 
action  being  proposed  in  this  document, 
imless  the  matter  has  already  been  ade¬ 
quately  discussed  and  disposed  of  in  the 
preamble  to  the  final  nUe  establishing 
the  warning  statement. 

Fifty-three  comments  were  received 
in  response  to  the  notice  of  intent  to 
pr(H>ose  a  phaseout.  These  comments 
were  received  within  the  comment  pe¬ 
riod  or  within  1  week  of  its  close.  Com¬ 
ments  received  within  a  week  could  be 
analyzed  in  the  normal  course,  and  these 
comments  have  been  treated  as  if  they 
had  been  timely  filed.  Late  comments 
were  screened,  and  they  did  not  present 
any  new  matter  significantly  different 
from  the  issues  raised  in  the  timely  com¬ 
ments.  Those  persons  who  wish  to  make 
further  c(xnments  on  this  proposal 
should  do  so  during  the  comment  period. 

In  response  to  two  requests  for  an 
extension  of  time  to  comment,  the  Com¬ 
missioner  granted  an  extension  of  time 
to  comment  on  the  notice  of  Intent  with 
respect  to  two  reports  cited  in  the  re¬ 
quests  as  forthcoming  and  as  the  basis 
for  seeking  an  extension.  The  reports 
referred  to  were  a  report  by  International 
Research  and  Technology  Corporation 
and  Policy  Models,  Inc.,  (IRT  Study  ► 
done  imder  contract  with  EPA  on  the 
economic  impact  of  a  phaseout  of  chloro¬ 
fluorocarbon  propellants,  and  a  NASA 
update  of  projections  of  ozone  depletion. 
Two  additional  submissi(ms  were  made 
on  the  basis  of  the  extension  of  time, 
and  neither  discussed  the  NASA  update. 
The  NASA  update  in  a  preliminary  ver¬ 
sion  became  available  recently  and  Ls 
discussed  in  the  preamble  to  the  final 
rule  relating  to  the  warning  require¬ 
ment.  Some  of  the  other  informaticm  in 
these  submissions  related  to  Issues  dis¬ 
cussed  in  the  preamble  to  the  final  rule 
relating  to  the  warning  requirement. 


FEDERAL  REGISTER,  VOL  42,  NO.  93— FRIDAY,  MAY  13,  1977 


24538 


PROPOSED  RULES 


llie  comment  on  the  IRT  Study  are  dis¬ 
cussed  below. 

Essential  Uses 

1.  One  comment  complained  of  the 
absence  of  adequate  FDA  criteria  for 
determining  which  uses  are  essential 
and  expressed  doubt  that  the  term  was 
meant  m  Its  literal  sense  of  “absolutely 
necessary;  Indispensable.”  Only  life-sus¬ 
taining  products  could  meet  such  a  test. 
Because  of  the  uncertainty  of  the  cri¬ 
teria,  the  comment,  frcHix  a  major  sup¬ 
plier  of  fluorocarbons,  submitted  Infor¬ 
mation  about  all  uses  of  chlorofluoro- 
carbons  dnd  the  “product  and  process 
beneflts”  of  the  various  aerosol  uses  of 
chlorofluorocarbons  in  FDA-regulated 
products.  The  beneflts  listed  Include  non¬ 
flammability  and.  In  the  case  of  anti- 
perspirants  and  deodorants,  even  distri¬ 
bution,  personal  hygiene,  reduction  of 
valve  dogging,  and  “direction  of  appli¬ 
cation”;  In  the  case  of  perfumes  and 
colognes,  avoidance  of  alteration  of  the 
fragrance;  In  the  case  of  hair  care  pro¬ 
ducts,  “an  evenly-applied  light  spray”: 
In  the  case  of  pancoatings,  “even  distri¬ 
bution  of  minimal  product”:  in  the  case 
of  medlclnals  and  pharm£u;eutlcals.  dos¬ 
age  control,  prevention  of  product  deg¬ 
radation,  no  back  contamination,  re¬ 
duction  of  child-ingestion  hazards,  and 
application  to  sensitive  areas  without 
touching:  and.  In  the  case  of  veterinary 
pet  products,  better  application  to  un¬ 
restrained  animals. 

Ihe  Commissioner  has  stated  In  the 
proposed  rule  the  criteria  for  determin¬ 
ing  whether  a  product  Is  essential.  Essen¬ 
tiality  means  both  that  there  are  no 
technically  feasible  aerosol  or  nonaerosol 
alternatives  to  using  a  chlorofluorocar- 
b<m  in  a  product  and  that  the  product 
provides  a  substantial  public  beneflt, 
such  as  a  therapeutic  medical  beneflt.  A 
product  need  not  be  Indispensable  to  life 
but  In  the  Commissioner’s  Judgment,  the 
beneflt  must  be  important  and  consist  of 
more  than  added  convenience  or  en¬ 
hancement  of  appearance.  Beneflt  Is  a 
broad  concept  that  can  encompass  eco¬ 
nomic  consequences,  but  an  economic 
Impact  solely  upon  the  manufacturer  of 
the  product  would  not  ordinarily  be  suf- 
flclent  to  make  a  use  essential,  since 
most  regulations  involve  an  economic 
impact  upon  the  manufacturer  for  a 
short  term  or  even  longer.  A  substantial 
economic  Impact  on  consumers  or  other 
users  could  conceivably  be  an  element 
to  make  a  use  essential  but  only  in  con¬ 
junction  with  some  other  significant 
beneflt  provided  by  the  product. 

A  product  containing  chlorofluorocar¬ 
bon  propellants  will  not  be  deemed  es¬ 
sential  solely  because  It  has  some  ad¬ 
vantages  over  other  products.  Most 
products  containing  chlorofluorocarbon 
propellant  alternative  form  that  achieves 
end  continue  to  be  marketed,  in  a  non¬ 
propellant  alternative  for  that  achieves 
substantially  the  same  function,  e.g., 
deodorants  in  solid  form,  hair  sprays  in 
pump  dispensers,  and  liquid  colognes. 
Thus,  the  use  of  self -pressurized  con¬ 
tainers  for  these  products  is  not  essen¬ 
tial.  notwithstanding  beneflts  in  terms 


of  cmivenlence  or  greater  consumer 
satisfaction.  If  the  alternative  form  pre¬ 
sents  other  hanuds,  the  Commissioner 
will  take  regulatory  action  as  appropri¬ 
ate  to  deal  with  all  unsafe  products 
subject  to  the  FFDCA. 

The  Commissioner  therefore  disagrees 
with  the  comment  to  the  extent  that  It 
suggests  that  the  product  beneflts  listed 
are  sufScient  to  make  the  general  classes 
of  products  essential  across-the-board. 
The  Commissimier  has  discussed  below, 
and  In  the  final  rule  relating  to  the  warn¬ 
ing  requirement,  the  comments  submit¬ 
ted  with  respect  to  the  essentiality  of 
specific  products. 

2.  Many  comments  related  to  essen¬ 
tiality  determination  for  product  uses  not 
subject  to  this  proposed  regulatlmi.  in¬ 
cluding  liquid  food  freezant  uses,  poly¬ 
styrene  food  packaging  uses,  and  ethyl- 
en  oxide  sterilization  equipment. 

This  prcgxised  rule  ai^lies  only  to 
propellant  uses  of  chlorofluorocarbons 
In  self -pressurized  cmitalners.  The  Com¬ 
missioner  will  defer  conslderatlcm  of  the 
submissions  relating  to  uses  not  subject 
to  this  proposal  imtll  he  undertakes  con¬ 
sideration  of  the  proposal  to  phase  out 
all  other  uses  of  chlorofluorocarbons.  All 
the  nimpropellant  uses  of  chlorofluoro¬ 
carbon  will  be  considered  In  the  next 
iriiase,  when  EPA  also  examines  these 
uses.  The  propellant  use  of  chlorofluoro¬ 
carbon  Is  by  far  the  principal  use  of 
chlorofluorocarbons  in  FDA-related 
products.  A  proposed  rule  to  phase  out 
nonessential,  nonpropellant  uses  of  chlo¬ 
rofluorocarbons  is  tentatively  planned 
for  Issuance  In  June  1978.  This  schedule 
will  pmnlt  a  coordinated  examination 
of  the  environmental  and  economic  con¬ 
sequences  of  the  phaseout  of  nonpropel¬ 
lant  uses. 

3.  One  comment  adjusted  to  the  state¬ 
ment  made  in  the  notice  of  intent  that 
every  prescription  drug  product  would  be 
assess^  to  determine  if  the  use  of  a 
chlorc^uorocarbon  in  the  product  was 
essential.  The  comment  indicated  that 
all  prescrlptlmi  drugs  should  be  exempt 
from  the  phaseout  regulations  because 
all  prescription  drugs  confer  health 
benefits  and  thus  are  essential. 

The  Commissioner  is  not  persuaded  by 
this  comment  which  completely  disre¬ 
gards  the  reason  a  drug  is  distributed  in 
a  self -pressurized  container.  Some  prod¬ 
ucts  are  In  self-pressurized  containers 
because  it  is  the  most  effective  delivery 
system  possible,  while  other  drugs  are 
in  self -pressurized  containers  merely  fmr 
convenience.  The  fact  that  a  prescription 
drug  confers  a  health  benefit  is  not  the 
issue,  if  other  means  of  product  delivery 
exist  and  the  self -pressurized  container 
provides  no  special  public  benefit. 

4.  Many  comments  requested  that  one 
or  more  specific  OTC  or  prescription 
products  for  topical  administration  be 
exempted  frmn  the  phaseout  regulatlmis 
and/or  exempted  from  the  warning  state¬ 
ment,  e.g.,  t(H?lcal  analgesics,  sunburn, 
and  minor  biun  remedies.  Comments 
frwn  other  manufacturers  for  some  of 
the  same  types  of  products  requested 
exemptions  until  suitable  replacement 
propellants  were  found,  or  they  requested 


a  reasonable  time  for  an  orderly  and 
economic  transition.  Types  of  products 
Identified  In  these  comments  wert  topi¬ 
cal  analgesics,  sunbum,and  mlnm-  bum 
remedies,  topical  antimicrobial  agents, 
surgical  scrubs.  Insect  bite  products, 
topical  antifungal  agents,  topical  antl- 
flammatory  agents,  topical  anesthetics, 
a  surgical  spray  drying,  and  a  product 
for  treatment  of  seborrheic  dermatitis 
of  the  scalp. 

The  Commissioner  has  carefully  con¬ 
sidered  the  requests  for  an  exmptlon  of 
topical  drug  products  in  the  preamble  to 
the  final  rule  requiring  a  warning  and 
concludes  that  none  of  these  topical 
products  should  be  exempted  from  the 
warning  or  phaseout  regulations.  He 
does  recognize,  however,  the  need  for  a 
reasonable  time  for  manufacturers  to 
find  suitable  replacements  if  they  plan 
to  reformulate  their  products.  TTie  time 
In  which  chlorofluorocarbons  are  to  be 
removed  from  these  products  is  discussed 
elsewhere  in  this  preamble. 

5.  One  comment  requested  that  a  pre¬ 
scription  vaginal  foam  product  for  the 
treatment  of  atrophic  vaginitis  be  ex¬ 
empted.  The  Commissioner  concludes 
that  the  effectiveness  of  the  product  is 
not  dependent  upon  the  foam  delivery 
system.  The  basis  for  the  exemption  re¬ 
quest  was  that  there  were  no  suitable 
alternatives  to  the  chlorofluorocarbon 
pn^Uants  In  the  product.  No  data  were 
presented  to  show  why  this  product  had 
to  be  administered  as  a  foam  and  adiy 
other  delivery  systems  would  not  be 
satisfactory. 

6.  One  comment,  from  a  manufacturer 
that  used  chlorofluorocarbons  in  the  syn¬ 
thesis  of  two  Inhalation  anesthetic  drug 
products,  requested  that  these  products 
be  exempted  from  the  phaseout  regula¬ 
tions. 

At  this  time,  the  Commissioner  is  only 
prc^xislng  regulations  that  would  pro¬ 
hibit  the  use  of  chlorofluorocarbons  as 
propellants  In  self-pressurlaed  contain¬ 
ers  in  products  subject  to  PDA  control. 
The  chlorofluorocarbons  used  by  this 
manufacturer  are  used  In  the  preparation 
of  the  product  and  not  distributed  In 
self-pressurized  containers,  and  thus 
such  a  use  is  not  covered  by  this  proposal. 

7.  One  comment  requested  that  a 
pre-surglcal  skin  cleaner  containing 
chlorofluorocarbon  113  be  exempt  from 
the  phaseout  regulations.  The  comment 
indicated  that  the  only  alternative  was 
diethyl  ether  which  had  the  disadvan¬ 
tage  of  being  highly  flammable. 

This  drug  product  Is  supplied  as  a 
liquid,  to  be  applied  to  the  skin  with  the 
aid  of  cotton  swabs,  and  cot  as  an  aero¬ 
sol  In  a  self-pressurized  container. 
Therefore,  it  Is  not  covered  by  this  pro¬ 
posal  or  the  warning  statement  require¬ 
ment  which  covers  only  propellants  In 
self -pressurized  containers. 

8.  One  comment,  from  a  manufac¬ 
turer  of  vegetable  oil-based  cookware 
spray  using  a  chlorofluorocarbon  propel¬ 
lant,  stated  that  no  suitable  replacement 
for  chlorofluorocarbons  Is  available.  n>e 
company  noted  that  hydrocarbon  pro- 
pellwts  are  flammable  and  that  nlUous 
oxide  and  carbon  dioxide  combine  with 
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the  oil  resulting  in  a  shaving  cream  ap¬ 
pearance  when  sprayed. 

The  Commissioner  believes  other  de¬ 
livery  methods  are  feasible.  For  example, 
dab-on  applicator^  exist  or  can  be  de¬ 
veloped.  He  concludes,  therefore,  that 
the  use  of  chlorofluorocarbons  for  this 
purpose  is  not  essential. 

Other  Halocarbons 

9-10.  The  Commissioner  invited  com¬ 
ments  on  the  health  and  environmental 
risks  from  ail  halocarbons,  in  addition 
to  chlorofluorocarbons,  and  particularly 
the  hydrochlorofluorocarbons.  A  chem¬ 
ical  supplier  submitted  information  to 
show  that  hydrochlorofluorocarbons  pose 
a  significantly  lower  risk  of  ozone  de¬ 
pletion  than  chlorofluorocarbons. 

As  described  in  the  preamble  to  the 
final  rule  requiring  a  waining  statement, 
there  have  been  recent  reports  that 
certain  hydrochlorofluorocarbons  are 
weakly  mutagenic  and/or  teratogenic 
and  are  not  likely  to  be  marketed  before 
1980  pending  further  toxicological  study. 
Several  papers  were  also  submitted  re¬ 
porting  data  on  the  reaction  rates  of 
chlorofluorocarbons  and  hydrochloro- 
fluorocarlxms  with  the  hydroxyl  radical 
(Ref.  1).  These  papers  show  that  the 
chlorofluorocarbons  react  least  rapidly 
of  all  halocarbons  tested  with  hydroxyl 
radical  and.  thus,  would  pose  the  great¬ 
est  risk  to  stratospheric  ozone.  The  hy¬ 
drochlorofluorocarbons  have  faster  re¬ 
action  rates  with  hydroxyl  radical,  sug¬ 
gesting  that  they  have  shorter  tropo¬ 
spheric  lifetimes  and  pose  lesser  risks 
to  stratospheric  ozone.  A  recent  publi¬ 
cation  by  H.  B.  Singh  (Ref.  2),  however, 
suggests  that  the  actual  concentration 
of  tropospheric  hydroxyl  radicals  may 
be  about  five  times  lower  than  the  con¬ 
centration  currently  used  to  predict 
tropospheric  lifetimes.  If  this  were  so,  all 
tropospheric  lifetime  estimates  woud  be 
revised  upward.  This  would  be  particu¬ 
larly  significant  in  the  case  (tf  hydro¬ 
chlorofluorocarbons.  The  Commissioner 
invites  further  comment  from  the  sci¬ 
entific  community  on  the  significance 
of  this  paper. 

The  Commissioner  concludes  that  it  is 
premature  at  this  point  to  reserve 
whether  the  release  to  the  atmosphere  of 
hydrochlorofluorocarbons  and  halocar¬ 
bons  other  than  chlorofluorocarbons 
pose  imacceptable  risks.  He  recognizes 
that  the  available  data  suggests  that  the 
risk  from  hydrochlorofluorocarbons  is 
considerably  less  than  the  risk  frcmi 
chlorofluorocarbons,  but  the  data  avail¬ 
able  are  still  limited.  The  Commissioner 
will  consider  carefully  any  further  infor¬ 
mation  submitted  on  this  Issue.  The 
Food  and  IDrug  Administration  will  con¬ 
tinue  to  cooperate  with  EPA,  CPSC,  and 
other  Federal  agencies  on  the  further  ex¬ 
ploration  of  the  Issues  about  environ¬ 
mental  and  other  risks  from  halocarbons. 

11.  One  comment  addressed  the  for¬ 
mation  of  decomposition  products  re¬ 
sulting  from  the  breakdown  of  hydro¬ 
chlorofluorocarbons  in  the  troposphere. 
The  expected  decomposition  products 
would  Include  hydrogen  chloride,  hydro¬ 


gen  fluoride,  and  carbonyl  halides.  The 
comment  concluded  that  the  carbonyl 
halides  formed,  although  toxic  in  c<m- 
centrated  f(Hm.  would  not  pose  any  haz¬ 
ard  to  health  in  the  concentrations  which 
would  result  should  global  aerosol  chlo¬ 
rofluorocarbon  release  be  converted  on 
an  equal  weight  basis  to  hydrochloro- 
fluorocaibons.  Another  comment,  sup¬ 
porting  the  use  of  hydrochlorofluorocar¬ 
bons,  pointed  out  that  the  greenhouse 
effect  of  these  compounds  would  be  many 
times  less  than  that  which  might  occur 
from  the  release  of  chlorofluorocarbons 
because  hydrochlorofluorocarbons  have 
been  shown  to  be  much  weaker  absm-b- 
ers  in  the  8  to  12  micrometer  region. 
Further  comment  on  these  matters  Is 
invited. 

Other  Comments 

12.  One  comment  recommended  meth¬ 
ylene  chloride  as  a  desirable  part  of 
alternate  hydrocarbon  propellant  sys¬ 
tems.  The  comment  discussed  the  flam¬ 
mability-suppressant  and  solvency  pr(H>- 
erties  of  methylene  chloride  as  factors 
favoring  its  adoption  as  a  component  of 
alternate  propellant  systems.  Hie  com- 
mtiit  stat^  that  atmospheric  half-life  is 
measured  in  days  rather  than  years  and 
animal  toxicity  studies  reported  thus  far 
in  two  species  indicate  that  methylene 
chloride  will  ultimately  be  proven  a  “very 
safe  and  suitable  component  of  most 
cosmetic  aerosols.” 

The  Commissioner  is  aware  that  me¬ 
thylene  chloride  is  ciurently  being  used 
as  a  comptment  in  the  propellant  system 
of  some  products  in  self -pressurized  con¬ 
tainers.  The  long-term  toxicological 
properties  of  methylene  chloride  are 
presently  being  investigated  both  in  gov¬ 
ernment-sponsored  studies  and  those 
smarted  by  private  industry.  The  Com¬ 
missioner  notes  that  methyloie  chloride 
is  closely  related  in  chemical  structure 
to  chloroform  which  has  recently  been 
shown  to  be  carcinogenic,  and  the  use 
of  which  is  restricted  under  21  CFR  300.- 
513  and  700.18.  The  Food  and  Drug  Ad¬ 
ministration  has  Invited  the  submission 
of  Information  in  a  notice  pubUshed  in 
the  Federal  Register  of  April  29.  1977 
(42  FR  21843)  about  the  health  risks  to 
the  immediate  user  eff  all  halocarbons. 

13.  One  comment  viewed  the  Commis¬ 
sioner’s  actiiHi  as  based  on  opposition  to 
aerosols.  The  comment  characterized 
aerosols  as  beneficial  and  energy-saving. 

Hie  Commissioner  is  proposing  the 
actiixi  not  because  of  any  generalized  op- 
positlMi  to  aerosols,  but  because  of  the 
health  and  environmental  risks  posed  by 
products  containing  chlorofluorocarbon 
propellants,  as  already  fully  discussed. 
Hie  comment  did  not  provide  any  data 
or  information  to  support  the  assertion 
that  aerosols  are  energy-saving. 

Proposed  Effective  Date 

14.  Some  comments  urged  a  delay  in 
the  effectiveness  of  a  phaseout  imtil  al¬ 
ternative  hydr(x:hlorofluorocarbon  pro¬ 
pellants  were  tested  for  safety  and  be¬ 
came  commercially  available.  A  leading 
supplier  of  chlorofluorocarbons  urged  a 


delay  on  this  basis  until  January  1980. 
A  ti^e  assiXilatkMi  of  cosmetic  manu¬ 
facturers  suggested  Decraiber  1980  as  the 
effective  date  to  minimize  the  economic 
impact,  particularly  on  Beros<d  manufac¬ 
turers  and  the  cosmetic  Industry.  The 
comment  argued  that  the  uncertainty 
about  the  availability  of  a  hydrochloro¬ 
fluorocarbon  alternative  made  it  difficult 
for  industry  to  plan.  Manufacturers 
might  incur  the  cost  of  switching  to  hy¬ 
drocarbon  propellants,  and  some  com¬ 
panies  might  cease  to  make  aerosols,  only 
to  find  out  later  that  h3rdrochlorofluoro- 
carbons  could  safely  be  used  and  would 
be  available  as  an  alternative. 

The  Commissioner  recognizes  the  diffi¬ 
culties  manufacturers  face  because  of  the 
uncertainties  about  the  availability  of 
hydrochlorofluorocarbons.  He  also  com¬ 
mends  the  supplier  of  the  chemlcM  for 
acting  responsibly  to  aisure  that  the 
safety  of  the  chemical  has  be^  substan¬ 
tiated  before  it  is  maricetecL  Dday  im- 
tll  1980,  however,  involves  a  considerable 
period  of  time,  and  there  is  no  assurance 
that  hydrochlorofluorocarbons  would  be 
found  to  be  safe.  If  for  some  reason  the 
tests  were  not  completed  by  1960  or  were 
not  conclusive,  there  would  undoubtedly 
be  requests  for  further  delay.  The  lisks 
from  chlorofluorocaibon  use  would  con¬ 
tinue  during  this  period. 

Those  who  requested  the  delay  have 
attempted  to  minimize  the  environmen¬ 
tal  and  health  risks  posed  by  chloro¬ 
fluorocarbons.  The  Commissiemer  be¬ 
lieves  those  risks  are  serious'  and  must 
be  weighed  heavily  in  any  examination 
of  the  inflatkm  impact.  The  Commis¬ 
sioner  recognizes  that  a  phaseout  will 
have  a  substantial  economic  impact  on 
some  firms.  But  the  Coenmissioner  is  not 
persuaded  that  he  should  delay  the 
phaseout  to  wait  for  the  safety  ot  possi¬ 
ble  alternative  prcH>ellants  to  be  tested. 
If  a  self -pressurized  container  were  es¬ 
sential,  a  delay  might  be  Justified  to  per¬ 
mit  development  (ff  an  alternative  pro¬ 
pellant  or  a  resolution  of  uncnialntles 
about  its  feasibility  or  safety.  A  self- 
pressurized  container  is  not  essential. 
however,  in  products  subject  to  the 
FFDCA,  except  in  a  few  limited  products 
exempted  from  the  phaseout.  The  Com¬ 
missioner  concludes,  therefore,  that  a  de¬ 
lay  to  test  the  safety  of  a  possible  pro¬ 
pellant  alternative  is  not  warranted. 

In  proposing  the  effective  date,  the 
CommlssicHier  has  provided  a  reasonable 
period  for  companies  to  phase  out  uses 
of  self-pressurized  containers  with 
chlorofluorocarlxxi  propellants.  Tbe  in. 
nation  impact  of  a  phaseout  has  been 
ciHnprehensively  anal3rzed  on  the  basis  of 
a  phaseout  of  manufacture  of  chloro¬ 
fluorocarbons  for  propellant  uses  in  Oc¬ 
tober  1978,  approximately  18  months 
from  the  Issuance  of  this  proposal.  The 
proposed  phaseout  of  use  in  manufac¬ 
turing  or  packaging  products  subject  to 
the  FFDCA  would  be  December  1978, 
and  the  cut-off  for  initial  Introduction 
into  interstate  commerce  (rf  finished 
products  would  be  April  1979.  The  effec¬ 
tive  date  of  December  1978  wlU  be  ap- 
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proximately  1  year  from  the  date  the 
final  regulation  Is  Issued.  Six  months 
were  allowed  after  the  cessation  of  man¬ 
ufacturing  of  the  chemical  by  suppliers 
to  complete  processing  and  shipment  of 
stocks  on  hand.  Ihe  Commissioner  be¬ 
lieves  this  is  an  ample  time  period  for 
manufacturers  to  switch  to  alternative 
means  of  product  delivery.  Furthermore, 
the  Commissioner’s  intention  to  phase 
out  these  uses  has  been  known  since  No¬ 
vember  1976,  and  Industry  has  had  the 
opportunity  to  develop  alternative  plans 
for  a  considerable  peilod.  In  the  notice 
of  intent,  the  Commissicmer  asked  for 
information  on  the  time  needed  to  make 
substitutions,  but  apart  from  the  ccan- 
ments  already  discussed,  little  Informa¬ 
tion  was  submitted. 

Ihe  comments  on  the  proposed  warn¬ 
ing  statement  indicated  that  inv^tmles 
of  packaged  products  can  be  large.  Ac¬ 
cordingly.  in  fixing  the  effective  dates, 
the  Commissioner  has  been  careful  to  al¬ 
low  adequate  time  between  the  cessation 
of  maniffacturlng  or  packaging  products 
and  the  time  for  Initial  introduction  into 
Interstate  commerce. 

ITie  effective  dates  at  December  1978 
and  April  1979  apply  to  all  products  sub¬ 
ject  to  FDA  control,  including  approved 
new  drugs  and  new  animal  drugs  in 
aerosol  form  that  have  not  been  fc^d 
essential.  Supplemental  NDA’s  '  or 
NADA’s  for  dru^  that  have  been  refor¬ 
mulated  to  remove  the  chloroflumucar- 
bon  should  be  submitted  on  or  before 
October  1.  1978.  Every  attempt  win  be 
made  to  review  them  as  socm  as  posslMe. 
A  weU-ix'QieTed  supplemental  NDA  <»* 
NADA  wfll  assist  in  this  review. 

Coordination  With  Other  Fcderal 
Agencies 

ffliis  proposal  was  devel(H)ed  after 
consultation  with  EPA  and  the  Con¬ 
sumer  Product  Safety  Commission,  and 
essentially  puaUels  and  complements 
the  phaseout  of  propellant  uses  pro¬ 
posed  by  EPA.  Both  the  EPA  and  FDA 
Idiaseout  proposals  apply  to  aU  chloro- 
fluorocarbons,  l.e.,  all  fully  halogenated 
chlorofluoroalkanes.  The  proposals  of 
both  agencies  apply  (mly  to  propeUant 
uses.  A  phaseout  of  nonpropellant  uses 
of  chlorofluorocarbons  wlU  be  proposed 
later  by  both  agencies.  The  effective 
dates  for  the  proposed  phaseout  of  pro¬ 
pellant  uses  have  been  develc^ied  cm  a 
oomxUnated  basis.  The  EIPA  proposed 
regulaticm  would  beccune  effective  on 
October  15,  1978,  with  respect  to  manu¬ 
facture  of  the  basic  chemical.  Ihe  FDA 
proposal  is  directed  at  finished  foods, 
drugs,  cosmetics,  and  devices  contain¬ 
ing  chlmofluorocarbons  and  does  not 
contain  an  earlier  effective  date  for 
phasing  out  manufacture  of  the  basic 
chemical.  The  Food  and  Drug  Adminis¬ 
tration  has  proposed  to  make  its  regu¬ 
lation  effective  on  December  15,  1978, 
tor  food,  drug,  cosmetic,  and  device  prod¬ 
ucts  manufactured  or  packaged  after 
that  date.  This  date  is  comparable  to  the 
December  15,  1978,  effective  date  EPA  is 
proposing  under  TSCA  for  processing 
products  containing  chlorofluorocarbon 


propellants.  Both  agencies  are  proposing 
April  15,  1979,  as  the  effective  date  for 
halting  any  further  Introduction  into  in¬ 
terstate  commerce  of  finished  products 
containing  chlorofiuorocarlxm  propel¬ 
lants. 

The  Food  and  Drug  Administration 
proposed  prohibition  smiles  to  uses  of 
chlorofluorocartxHi  propellants  in  self- 
pressurlzed  containers  subject  to  the 
FFDCA.  The  Envircmmental  Protection 
Agency  action  is  being  proposed  under 
TSCA  which  excludes  from  its  coverage 
any  food,  food  additive,  drug,  cosmetic, 
or  device  when  msmufacinred,  processed, 
or  distributed  for  use  as  these  articles. 
The  Environmental  Protection  Agency 
and  FDA  have  coordinated  their  pro¬ 
posals  to  avoid  unnecessary  duplication, 
prevent  gaps  in  coverage,  and  promote 
efficient  enforcement  of  the  pertinent 
laws.  The  proposed  regulation  by  EPA 
applies  to  the  manufacture  of  chloixffiu- 
orocarbon  for  use  as  an  aerosol  propel¬ 
lant  other  than  essential  uses  in  FDA- 
regulated  products  and  essential  uses 
specified  in  the  EPA  phaseout  regula¬ 
tion.  At  present,  according  to  EPA,  all 
fully  halogoiated  ehloroflucHolkane 
propellants  are  manufactured  in  an 
identical  manner  regardless  of  potential 
end  use.  At  the  manufacturing  stage,  the 
ultimate  Intended  iise  is  undetermined  or 
not  clearly  established.  Since  FDA  will 
have  prohibited  nonessential  propellant 
uses  in  FDA-regulated  products,  it  is  rea¬ 
sonable  to  brieve  that  chlorofluorocar- 
boDs  would  not  be  manufactured  for 
these  uses.  The  scope  of  the  ivoposed 
EPA  regulation  will  promote  effective  en¬ 
forcement  of  the  requirements  of  TSCA 
in  these  circumstances. 

Congress  clearly  did  not  Intend  to  cre¬ 
ate  regulatory  gaps  by  creating  the  ez- 
clusion  tor  FDA-regulated  products.  The 
legislative  history  ot  the  purpose  of  the 
exclusion  stated  in  H.  Rept.  No.  94-131, 
94  Ckmg.,  2d  Sees.  (1976)  indicates  that 
the  ezclusicm  from  TSCA  is  iq^Ucable 
only  to  the  extent  FDA  can  regulate  the 
risk  posed  by  the  product.  Under  sectlcm 
801(d)  of  the  FFDCA  (21UJ3.C.  381(d)), 
FDA  cannot  prevent  the  export  ot  some 
proucts.  such  as  cosmetics,  if  the  prod¬ 
ucts  are  permitted  to  be  used  in  the 
country  of  export,  even  thmigh  the  prod¬ 
ucts  pose  an.  unreasonable  risk  to  resi¬ 
dents  of  the  United  States  when  used  in 
the  foreign  country.  The  EInvironmental 
Protection  Agency  may  regulate  under 
TSCA  the  manufacture  for  export  of 
chemical  substances  that  EPA  deter¬ 
mines  present  an  unreasonable  risk  of 
injury  to  the  health  or  environment  of 
the  United  States.  EPA  is  making  such 
a  determination  in  the  case  of  chloroflu¬ 
orocarbons  pursuant  to  section  12(a)  (2) 
of  TSCA.  The  Environmental  Protectkm 
Agency  proposed  regulation  helps  to 
avert  gaps  in  the  regulatory  control  over 
those  exports  that  FDA  cannot  regulate. 

EPA  Hearing 

In  issuing  a  final  rule,  EPA  will  ob¬ 
serve  the  procedure  mandated  imder 
TSCA,  which  provides  tor  a  hearing  and 
opportunity  for  cross-examination  on 


material  Issues  of  disputed  fact  These 
procedures  are  not  required  under  the 
FFDCA  fw  this  proposed  rule.  The  Com¬ 
missioner  concludes  that  holding  a  pub¬ 
lic  hearing  would  generally  be  duplicative 
and  unnecessary  in  view  of  the  hearing 
to  be  held  by  EPA.  The  tmly  issues  that 
would  not  potentially  be  addressed  in  the 
EPA  hearings  would  be  essentiality  de¬ 
terminations  for  foods,  food  additives, 
drugs,  cosmetics,  and  devices  containing 
chlorofluorocarbons.  These  issues  can  be 
adequately  examined  through  notice - 
and-comment  procedures.  Accordingly, 
the  Commissioner  does  not  intend  to  pro¬ 
vide  a  separate  public  hearing  with  re¬ 
spect  to  whether  he  should  issue  the  rule 
proposed  in  this  document. 

The  Food  and  Drug  Administration 
does  Intend,  however,  to  offer  Interested 
persons  an  opportunity  for  30  days  after 
completion  of  the  EPA  hearing  and  cross- 
examination  procedure  to  comment  on 
whether  specific  information  brought  out 
throucdi  the  FT*A  procedures,  and  not 
previously  available,  warrants  any 
change  in  the  rule  proposed  here.  The 
record  for  the  proposed  rule  will  be  held 
op^  after  the  end  of  the  cmnment  period 
for  this  limited  purpose.  The  Commis¬ 
sioner  will  accept  only  submissions  iden¬ 
tifying  specific  information  with  par¬ 
ticularity  and  win  not  consider  whole¬ 
sale  submisslcms  of  unanalyzed  portions 
of  the  EPA  hearing  record,  such  as  a 
submission  of  a  full  transcript  of  the 
hearings. 

As  indicated  above,  the  Commissioner 
intends  to  issue  the  final  rule  with  re¬ 
spect  to  a  phaseout  of  uses  in  self -pres¬ 
surized  containers  at  the  same  time  EPA 
Issues  its  rule.  However,  this  proceeding 
will  be  one  (ff  the  initial  uses  by  EPA  of 
its  new  jH’ocedures.  If  the  EPA  hearing 
takes  substantially  longer  than  project¬ 
ed,  the  Commissioner  will  consider  issu¬ 
ing  a  final  rule  governing  a  phaseout  of 
chlorofluorocarbon  use  in  self-pressur¬ 
ized  containers  in  products  subject  to 
the  FFDCA  if  he  determines  that  such 
action  before  EPA  promulgates  its  rule 
is  necessary  to  protect  the  public  health 
and  environment.  In  such  a  situation,  he 
intends  to  provide  an  opportimity,  when 
he  issues  the  rule,  for  persons  to  com¬ 
ment  on  specific  infm’mation  brought 
out  through  the  EPA  hearing  that  might 
warrant  revocation  or  modification  of 
the  rule.  If  feasible  and  appropriate  in 
the  circumstances,  the  Commissicmer  will 
consider  giving  this  opportunity  to  pro¬ 
vide  further  comments  before  issuing  the 
final  rule. 

Citizen  Petition 

The  National  Resources  Defense  Coun¬ 
cil  (NRDC)  petitioned  the  Commission¬ 
er  on  October  26.  1976  to  phase  out  pro¬ 
pellant  uses  of  chlorofluorocarbons  in 
foods,  drugs,  and  cosmetics.  The  petition 
Is  on  file  with  the  Hearing  Clerk  (Docket 
No.  76P-0456)  and  was  cited  in  the  pro¬ 
posed  rule  relating  to  the  warning  re¬ 
quirement  on  self -pressurized  containers 
with  chlorofluor(x:arbons.  Tbe  Commis¬ 
sicmer  proposes  in  this  dociiment  to  phase 
out  nonessential  propellant  uses  of  chlo- 
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rofluorocarbons.  He  has  also  Issued  a 
final  rule  requiring  a  warning  on  these 
products.  Thus,  the  action  requested  in 
the  petition  has  been  granted  except  with 
respect  to  the  proposed  effective  date. 
The  petition  Is  denl^  to  the  exent  it  re* 
quested  that  the  effective  date  for  the 
I^aseout  be  established  as  November  1, 
1977.  The  Commisslmier  has  discussed 
above  the  reasons  for  proposing  the  ef¬ 
fective  dates  for  the  phaseout  indicated 
in  this  dociunent. 

Draft  EimRONiiENTAi.  Impact  Statement 

A  draft  environmental  Impact  state¬ 
ment  on  this  proposed  action,  entitled 
“Fluorocarbons:  Environmental  and 
Health  Implications’*  has  been  prepared. 
The  statement  is  available  for  public  in¬ 
spection  in  the  office  of  the  Assistant 
Commisslmier  for  Public  Affairs,  Rm. 
15B-42,  and  the  ofSce  of  the  Hearing 
Clerk,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20857.  A  limited  number 
of  copies  will  be  available  upon  request, 
and  requests  for  single  copies  may  be 
forwsirded  to  either  office. 

Interested  persons  may  submit  com¬ 
ments  (preferably  in  quadruplicate)  on 
the  draft  environmental  Impact  state¬ 
ment  to  the  Hearing  Clerk  at  the  above 
address  on  or  before  July  12,  1977. 

All  comments  received  on  the  draft 
environmental  impact  statement  and 
the  proposed  rule  will  be  available  for 
public  inspection  between  the  hours  of 
9  a.m.  and  4  p.m.,  Monday  through  Fri¬ 
day  at  the  office  of  the  Hearing  Cleric. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  301,  402, 
409,  501,  502,  505,  507,  512,  601,  701(a). 
52  Stat.  1042-1043  as  amended,  1046- 
1047  as  amended,  1049-1054  as  amend¬ 
ed,  1055,  57  Stat.  463  as  amended.  72 
Stat.  1785-1788  as  amended,  82  Stat. 
343-351  (21  U.S.C.  331,  342,  348,  351.  352. 
355.  357.  360b.  361. 371(a) ))  and  the  Na¬ 
tional  Environmental  Policy  Act  of  1969 
(sec.  102(2).  83  Stat.  853  (42  U.S.C. 
4332) )  and  tmder  authwity  delegated  to 
the  Commissioner  (21  CTO  5.1),  it  is 
proposed  that  Cfiiapter  I  of  Utle  21  of 
the  Code  of  Federal  Regtilations  be 
amended  as  follows; 


SUBCHAFTER  A— GENERAL 

PART  2— GENERAL  ADMINISTRATIVE 
RUUNQS  AND  DECISIONS 

1.  By  adding  new  8id>part  O  consisting 
at  this  time  of  S  2.125  to  read  as  follows: 

Subpart  Q — Provisions  Applicable  to  Spe¬ 
cific  Products  Subject  to  the  Federal 

Food,  Drug,  and  Co^etic  Act 

§  2.125  Use  of  chlorofluorocarbon  pro¬ 
pellants  in  self-pressurized  contain¬ 
ers. 

(a)  As  used  in  this  section: 

(1)  “Chlorofluorocarlxm’’  means  any 
fully  halogenated  chlorofluoroalkane. 

(2)  “Propellant’’  means  a  liquified  or 
compressed  gaa  that  is  used  in  whole  or 
in  put  to  expel  from  a  s^-pressurlzed 
container  liquid  or  s(dld  material  differ¬ 
ent  from  the  propellant,  but  the  term 
does  not  Include  the  use  of  a  chlorofiu- 
orocarbon  as  an  aerating  agent  for 
foamed  or  ^N^yed  food  products. 

(b)  Chl(H*ofiuorocarbons  are  widely 
used  in  products  subject  to  the  F^eral 
Food,  Drug,  and  Cosmetic  Act,  with  the 
principal  use  being  as  propellants  in  self- 
pressurized  containers.  Informaticm  re¬ 
cently  developed  indicates  that  chloro- 
fiuorocarbons  may  reduce  the  amount  of 
ozone  in  the  stratosphere,  and  thus  in¬ 
crease  the  amount  of  ultraviolet  radia¬ 
tion  reaching  the  earth.  An  increase  in 
ultraviolet  radiation  may  increase  the 
incidence  of  skin  cancer,  change  the  cli¬ 
mate,  and  produce  other  effects  of  un¬ 
known  magnitude  on  humans,  animals, 
and  plants.  Chlorofluorocarbons  may  also 
affect  the  climate  by  increasing  infrared 
absorption  in  the  atmosphere. 

(c)  Except  as  provided  in  paragraph 
(e)  of  this  section,  any  food,  drug,  device, 
or  cosmetic  in  a  self-pressuriz^  con¬ 
tainer  that  contains  a  chlorofiuorocarbon 
propellant  is  adulterated  and/or  mis¬ 
branded  in  violation  of  the  act,  and  any 
drug  product  in  a  self -pressurized  con¬ 
tainer  that  contains  a  chlorofiuorocarbon 
propellant  is  a  new  drug  or  a  new  animal 
drug. 

(d)  The  use  of  a  chlorofiuorocarbon  as 
a  propellant  in  a  self -pressurized  c(xi- 
tainer  of  a  drug  product  will  not  result 
in  the  drug  product  being  adulterated 
and/or  misbranded  provided  a  new  drug 
applicatiem  or  new  animal  drug  iq;>pllca- 
ti(m  for  the  drug  product  has  been  ap¬ 
proved.  a  petition  has  been  filed  as  pro¬ 
vided  by  paragraph  (f)  of  this  secti<m 
and  paragraph  (e)  of  this  section  has 
been  amended  to  specify  the  use  as  es- 
soitial. 

(e)  ’The  adulteration  and  misbranding 
provisions  of  paragraph  (C)  of  this  sec¬ 
tion  shall  not  apply  to  the  following  es¬ 
sential  uses  of  chlorofiuorocarbons: 

(1)  Metered-dose  steroid  human  drugs 
for  nasal  inhalation. 

(2 )  Metered-dose  steroid  human  drugs 
for  (M'al  inhalation, 

(3)  Metered-dose  adrenergic  broncho- 
dilator  human  drugs  for  (utd  inhalation, 

(4)  Contraceptive  vaginal  foams  for 
human  use. 


(5)  Cytology  fixatives. 

(f)  A^  po'smi  may  file  a  petition  in 
accmdance  with  Part  10  of  this  chapter 
to  am^d  paragnM;>h  (e)  of  this  section 
to  specify  a  use  of  chlorofiuoixxiarbons  in 
a  product  as  not  being  subject  to  the 
adulteration  and  misbranding  provisl<ms 
in  paragraph  (c)  of  this  seetkm.  *1710  pe¬ 
tition  must  be  suppm'ted  by  an  adequate 
showing  that: 

(1)  There  are  no  technically  feasible 
alternatives  to  the  use  of  a  chlorofiuoro¬ 
carbon  in  the  product. 

(2)  *1710  product  provides  a  substantial 
health  benefit,  environmental  benefit,  or 
other  public  benefit  that  would  not  be 
obtainable  without  the  use  of  the  chloro- 
fiuor(x;arbon,  and 

(3)  ’The  use  does  not  inv(flve  a  signif¬ 
icant  release  of  chlorofluorocarbons  into 
the  atmosphere  or  that  the  release  is 
warranted  in  view  of  the  consequences 
if  the  use  were  not  permitted. 

(g)  Any  holder  of  an  iqH>roved  new 
drug  application  or  new  animal  drug  ap- 
plicatl<m  for  a  drug  product  containing 
a  chlorofluorocarbon  in  a  self-pressur¬ 
ized  container,  except  those  drug  prod¬ 
ucts  listed  in  paragraph  (e)  of  this  sec¬ 
tion  shall  submit  to  the  FV>od  and  Drug 
Administration  (m  m*  before  October  1. 
1978  either  a  supplemental  application 
complying  with  the  requiremoits  of 
S  314.8  or  9  514.8  or  a  letter  requesting 
that  a  new  drug  application  or  a  new 
animal  drug  applicatkm  for  the  drug 
product  containing  chlorofluorocarbon 
be  withdrawn  and  that  the  right  to  a 
hearing  on  the  withdrawal  of  the  appli¬ 
cation  is  waived. 

(h)  The  manufacturer  of  any  drug 
PKduct  listed  in  paragrsq;>h  (e)  of  this 
section  that  is  n^  covered  by  an  iq?- 
proved  new  drug  {q>];filcatlon  or  new  ani¬ 
mal  drug  application  shall  submit  a  new 
drug  application  in  accord  with  |  314.1 
or  9  514.1  oi  this  chapter  on  or  before 
June  15,  1978.  It  is  recommended  that 
each  firm  required  to  submit  an  applica¬ 
tion  imder  this  section  discuss  the  type 
of  Informaticm  needed  in  the  ai^llca- 
tlon  with  the  Food  and  Drug  Adminis¬ 
tration  before  submitting  the  iq>pllcation. 

(I)  Any  sponsor  of  a  “Notice  of 
Claimed  Investigational  New  Ehxig’’ 
(IND  notice)  or  “Notice  of  Claimed 
Exemption  for  a  New  Animal  Drug” 
(VIND  notice)  for  a  drug  product  con¬ 
taining  a  chlorofluorocarixm  shall 
amend  the  IND  or  VIND  notice  cm  or  be¬ 
fore  December  15,  1978  to  revise  the 
formulation  mnovlng  the  chlorofluoro¬ 
carbon  or  submit  the  Information  re¬ 
quired  under  paragraph  (f)  of  t^  sec¬ 
tion  to  amend  paragraph  (e)  of  this  sec¬ 
tion  to  show  that  the  use  of  chlorofluoro¬ 
carbons  is  essential. 

(J)  The  C(»unlssloner  will  Initiate  ac- 
ti(m  to  withdraw  approval  of  an  applica- 
tbm  or  terminate  an  IND  or  VIND  notice 
in  accordance  with  the  aipplicaUe  provi¬ 
sions  of  section  505  of  the  act  and  Parts 
312  and  314  of  this  chapter  or  sectlmi 
512  of  the  act  and  Parts  511  and  514  of 
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this  chapter  upon  failure  of  a  holder  of 
an  approved  new  drug  appllcatl(m  or 
approved  new  animal  drug  application  or 
sponsor  of  an  IND  or  VIND  notice  to 
comply  with  the  applicable  provisions  of 
this  section. 

(k)  Food,  drug,  device,  or  cosmetic 
products  manufactured  or  packaged  on 
or  after  December  15,  1978  and  finished 
products  initially  Introduced  into  inter¬ 
state  commerce  on  or  after  April  15, 1970 
shall  c(Nnply  with  this  regulation. 


SUBCHAPTER  B — FOODS  FOR  HUMAN 
CONSUMPTION 

PART  173 — SECONDARY  DIRECT  FOOD 
ADDITIVES  PERMITTED  IN  FOOD  FOR 
HUMAN  CONSUMPTION 

2.  By  amending  S  173.345  by  revising 
paragraph  <b)  and  (c)  (1)  (1)  to  read  as 
follows: 

§  173.345  Chloropentafluoroethano. 

•  •  •  •  • 

(b)  The  additive  is  used  or  Intended 
for  use  alone  or  with  one  or  more  of  the 
following  sutetances:  Carbon  dioxide, 
nitrous  oxide,  propane,  and  octafiuoro- 
cyclobutane  complying  with  §  173.360,  as 
an  aerating  agent  for  foamed  or  sprayed 
food  products,  with  any  propellant  effect 
being  Incidental  and  no  more  than  is 
minimally  necessary  to  achieve  the 
aerating  function,  except  that  use  is  not 
permitted  for  those  standardized  foods 
that  do  not  provide  for  such  use. 

<c)  •  •  • 

(!)••• 

(i)  The  name  of  the  additive,  chloro- 
pentafiuoroethane. 

»  •  •  •  • 


PART  189— SUBSTANCES  PROHIBITED 
FROM  DIRECT  ADDITION  OR  USE  AS 
HUMAN  FOOD 

S.  By  adding  a  new  S  189.191  to  read  as 
follows: 

§  189.191  Qilorofluorocarbon  pix^iel- 
lanU. 

This  use  of  chlorofiuorocarboDs  In 
human  food  as  propellants  In  self -pres¬ 
surized  containers  is  prohibited  as  pro¬ 
vided  by  fi  2.125  of  this  chapter. 


SUBCHAPTER  D— DRUGS  FOR  HUMAN  USE 
PART  300— GENERAL 

^  4.  By  adding  new  Subpart  C  consisting 

at  this  time  of  S  300.100  to  read  as 
foDows: 

Subpart  C — Substances  Generally 
Prohibited  From  Drugs 

§  300.100  Chlorofluorocarbon  propel¬ 
lants. 

Ihe  use  of .  chlorofiuorocarbons  in 
human  drugs  as  propellants  in  self -pres¬ 
surized  containers  is  g^ierally  pnMMted 
excQ>t  as  provided  by  S  2.125  of  this 
chapter. 


SUBCHAPTER  Ep-ANIMAL  DRUGS,  FEEDS,  AND 
related  PRODUCTS 

PART  500 — GENERAL 

Subpart  B — Specific  Administrative  RuKngs 
and  Decisions 

5.  By  adding  new  S  500.49  to  read  as 
follows: 

§  500.49  Chlorofluorocarbon  propel¬ 
lants. 

The  use  of  chlorofiuorocarbons  as 
propellants  in  self -pressurized  containers 
is  prohibited  from  use  in  all  animal 
drugs,  animal  food,  and  related  products 
as  provided  by  S  2.125  of  this  chapter. 


SUBCHAPTER  G— COSMETICS 

PART  700— GENERAL 

Subpart  _B — Requirements  for  Specific 
'  Cosmetic  Products 

6.  By  adding  new  S  700.23  to  read  as 
follows: 

§  700.23  Chlorofluorocarbon  propcl- 
huits. 

The  use  of  chlorofiuorocarbons  in 
cosmetics  as  propellants  in  s^-pres- 
surized  containers  is  prohibited  as  pro¬ 
vided  in  S  2.125  of  this  chapter. 


SUBCHAPTER  H— MEDICAL  DEVICES 

PART  801— LABEUNG 

7.  By  adding  new  8  801.417  to  read  as 
follows: 

§  801.417  Chlorofluororarbon  propel¬ 
lant*. 

The  use  of  chlorofluorocarbon  in  de¬ 
vices  as  propellants  in  self -pressurized 
containers  is  generally  prohibited  except 
as  provided  in  8  2.125  of  this  chapter. 

Interested  persorjs  may.  on  or  before 
July  12,  1977,  submit  to  the  Hearing 
Clerk,  Food  and  Drug  Admlnlstratloii, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20857,  written  comments  (prefnably 
in  quadruplicate  and  identified  with  the 
Heeuing  Clerk  docket  number  fotmd  in 
brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  proposal.  Received 
comments  may  be  seen  in  the  above  oflSce 
between  the  hours  of  9  ajn.  and  4  pm., 
Monday  through  Friday. 

The  Food  and  Drug  Admlnistratkxi 
has  determined  that  this  document  con¬ 
tains  a  major  proposal  requiring  impa- 
ration  of  an  Inflation  Impact  statement 
imder  Executive  Order  11821  and  OMB 
Circular  A-107  and  certifies  that  an  in¬ 
flation  Impact  statement  has  been  pre¬ 
pared.  A  copy  of  the  inflation  impact 
statem^t  is  on  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration. 

Dated:  May  10, 1977. 

Dokalo  Kennkdt, 
Coinmisskmer  of  Food  and  Drugs. 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

[40CFR  Parts  712. 762  ] 

[PTIL  724-8;  0X8-060002] 

TOXIC  SUBSTANCES  CONTROL 
Fully  Halogenated  Chlorofluoroalkanes 

AGENCY;  Environmental  Protection 
Agency. 

ACTION;  Proposed  rule  and  Informal 
hearing. 

SUMMARY :  This  rule  will  eliminate  al¬ 
most  all  of  the  manufacture,  processing, 
and  distribution  in  commerce  of  fully 
halogenated  chlorofluoroalkanes  used  as 
aerosol  propellants  which  are  subject  to 
the  Toxic  Substances  Control  Act  It  Is 
Intended  to  reduce  the  emisslcms  of  such 
fully  halogenated  chlorofluoroalkanes  to 
the  atmosphere,  thereby  reducing  the 
health  and  envircmmental  risks  caused 
by  depletion  of  the  ozone  layer.  It  also 
requires  reporting  on  continued  manu¬ 
facture,  processing,  and  use  of  fully  halo¬ 
genated  chlorofluoroalkanes. 

Elsewhere  In  this  Fkdkual  Rxgistxr 
Issue,  the  Food  and  Drug  Administration 
(FDA)  proposes  a  rule  which  will  ban  the 
use  of  fully  halogenated  chlorofluoro¬ 
alkanes  in  most  food,  drug,  and  cosmetic 
products. 

DATES:  Comments  cm  the  proposed  rule 
must  be  received  before  July  15, 1977.  An 
informal  hearing  on  the  pn^XMiied  rule  is 
scheduled  to  begin  August  1.  1977,  at  9 
a.m. 

All  requests  for  participation  at  the  In¬ 
formal  hearing  must  be  received 
July  9, 1977.  Information  on  Uie  lnf<xmal 
hearing  procedures  Is  set  forth  In  the 
IMoposed  “Procedures  for  RulanaUng 
Under  Section  6  of  the  Toxic  Substances 
Control  Act”  (40  CFR  Part  750),  pub¬ 
lished  at  42  FR  20640  (April  21. 1977) . 

ADDRESSES:  Hearing' will  be  held  at: 
Room  3305,  Environmental  Protection 
Agency,  401  M  Bt.  SW.,  Washington,  D.C. 
Send  comments  to:  Room  725  WSME, 
Environmental  Protection  Agency.  401 
M  St.  SW.,  Washington,  .C.  20460. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Perry  W.  Brunner,  OflSce  of  Toxic  Sub¬ 
stances  (WH-557) ,  Environmental 
Protection  Agency.  401  M  Street  SW.. 
Washington,  D.C.  20460  (202-426- 

9000). 

SUPPLEMENTARY  INFORMATION: 
Jonl  T.  Repasch  is  the  Record  and 
Hearing  Clerk  for  this  rulemaking.  The 
offichd  rec<Mrd  of  rulemaking  is  located  in 
Ro(xn  725  WSME,  EPA  Headquarters,  401 
M  Street  SW,.  Washingtcoi,  D.C.  20460, 
and  Is  available  for  viewing  and  c<H;>ylng 
from  9  ajn.  to  4  pjn.,  Monday  through 
Friday  excluding  holidays.  Addltkmal 
documentatlcm  Is  Included  In  the  three 
major  suwort  documents;  The  Eco- 
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nomic  Impact  of  Potential  Regxilation 
of  Fluorocarbon  Aerosols.  Essoitlal  Use 
Exterminations,  and  Chlorofluorocarbon 
Problem  Assessment.  These  and  other 
documents  are  available  for  viewing  and 
copying  in  Rooti  725  WSME. 

L  Background 

A.  THE  NATURE  OF  THE  PROBLEM 

The  purpose  of  this  regulati(xi  is  to 
protect  man  and  the  environment  from 
damage  caused  by  man-made  perturba¬ 
tions  in  the  natural  atmosphere,  particu¬ 
larly  destruction  of  ozon  in  the  strat¬ 
osphere.  The  primary  consequence  of 
such  perturbations  is  an  increase  in  the 
amount  of  ultraviolet  radiation  reaching 
the  earth. 

Ultraviolet  radiation  is  light  with 
wavdengths  shorter  than  the  visible 
light  that  we  see  with  our  eyes.  It  is  this 
porticm  of  the  spectrum  that  Is  associ¬ 
ated  with  suntanning,  sunbumlng,  skin 
cancer,  and  adverse  effects  on  a  wide 
variety  of  living  organisms. 

Ultraviolet  radiation  is  thought  to 
cause  or  to  be  a  contributory  factor  to 
two  different  types  of  skin  cancer  in 
pe<^le.  One,  nonmelanoma  skin  cancer, 
is  relatively  c(xnmon,  occuring  at  the 
rate  of  about  150  cases  per  100,000  pop¬ 
ulation  each  year  in  the  United  States. 
However,  it  is  very  rarely  fatal.  The  oth¬ 
er,  melsmoma  skin  cancer,  is  much  rarer, 
occurring  at  the  rate  of  about  four  cases 
per  100,000  population  each  year  in  the 
United  States.  Melanoma  is  fatal  to  about 
30  percent  of  the  peoide  who  contract  it. 
The  incidence  of  both  types  of  skin  can¬ 
cer  is  rising  rapidly.  The  association  of 
ultraviolet  radiation  with  nonmelanoma 
skin  cancer  is  firmly  established  as  indi¬ 
cated  in  the  support  document  Chloro¬ 
fluorocarbon  Problem  Assessment  and 
the  National  Academy  of  Sciences  re¬ 
port,  Halocarbons,  Environmental  Ef¬ 
fects  of  Chlorofluormnethane  Release. 
The  association  between  ultraviolet  radi¬ 
ation  and  melanoma  skin  cancer  is  not 
as  well  established  as  the  association 
with  nonmelanmna  skin  cancer  but  it  is 
still  strong  enough  to  warrant  serious 
concern. 

Most  of  the  ultraviolet  radiation  pro¬ 
duced  by  the  sim  is  absorbed  in  the  at¬ 
mosphere  before  reaching  the  earth’s 
surface.  The  screening  takes  place  in  the 
stratosphere — the  portion  of  the  atmos¬ 
phere  that  extends  from  about  flve  to 
thirty  miles  above  the  earth’s  surface. 
The  ultraviolet  radiation  is  absorbed  by 
oxygen  in  two  separate  reactlcms.  First, 
an  oxygen  molecule  (02)  absorbs  ultra¬ 
violet  light  and  is  split  into  its  compo¬ 
nent  oxygen  atoms  (0).  These  oxygen 
atoms  then  combine  with  oxygen  mole¬ 
cules  to  form  oz(me  (03).  Second,  the 
ozone  molecules  themselves  absorb  lUtra- 
violet  radiation  and  are  broken  down 
again  to  oxygen  molecules  and  free  oxy¬ 
gen  aUmis. 

This  cycle  of  reactions  results  in  a  net 
creation  of  ozone.  However,  the  total 
amount  of  ozone  in  the  stratosi^ere  does 
not  show  a  long-term  increasing  trend 
because  other  naturally  occurring  chemi¬ 
cal  reactions  destroy  ozone  and  keep  the 
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total  amount  in  balance.  The  most  im¬ 
portant  of  these  involves  a  reaction  be¬ 
tween  nitrogen  oxides  (NOz) ,  ozone,  and 
molecular  oxygen. 

The  amount  of  ozone  present  in  the 
stratosphere  varies  naturally  within 
somewhat  imdeflned,  but  wide  limits. 
Seascmal  fluctuations  of  two  to  ten  per¬ 
cent  are  well  within  the  normal  range. 

In  recent  years,  ccmcem  has  developed 
that  human  activities  could  alter  the 
chemical  ccnnpositicm  of  the  stratosphere 
in  a  way  that  would  encourage  addi¬ 
tional  ozone-destroying  reactions,  lead¬ 
ing  to  a  net  decrease  in  the  amount  of 
ozone  present  and  thus  an  increase  in 
the  amount  of  damaging  ultraviolet  ra- 
diaticm  reaching  the  earth’s  surface.  It 
has  been  suggested,  for  example,  that 
addltimral  nitrogen  oxides  might  be  in¬ 
troduced  into  the  stratosphere  either  di¬ 
rectly  as  a  combustion  product  fnxn  the 
exhaust  of  supersonic  transport  aircraft 
(SST)  or  indirectly  as  a  result  of  the  in¬ 
creasing  use  of  nitrogen  fertilizers.  TThis 
additional  amount  of  nitrogen  oxides 
would  then  be  available  for  the  ozone- 
destroying  reaction  referred  to  above.  It 
is  generally  agreed  that  the  number  of 
SST  flights  now  occurring  or  reasonably 
projected  to  occur  is  too  small  to  be  of 
major  cwicem.  To  date,  the  theory  re¬ 
garding  nitrogen  fertilizers  remains  an 
imtested  hypothesis. 

A  more  substantial  problem  for  the 
present  involves  the  introduction  of 
chlorine  into  the  stratosphere  from 
chlorine-containing  chemical  substances 
introduced  into  the  atmosphere  by  man. 
In  the  stratosphere,  chlorine  atoms  will 
enter  into  a  reaction  sequence  resulting 
in  the  destruction  of  ozone  molecules. 

’Theoretically  it  might  be  possible  for 
compounds  containing  other  elements  of 
the  same  chemical  family  as  chlorine — 
speciflcally,  fluorine,  bromine,  and  io¬ 
dine — produce  similar  ozone  destroying 
effects  in  the  stratosphere.  The  available 
data  indicate  that  fluorine  atoms  in¬ 
troduced  into  the  stratosphere  do  not 
have  a  significant  effect  on  ozone,  while 
virtually  no  data  exist  on  the  atmos¬ 
pheric  chemistry’  of  iodine.  There  is 
some  reason  to  believe  that  bromine 
might  be  even  more  destructive  than 
chlorine  to  stratosphere  ozone,  but  there 
is  considerable  uncertainty  at  this  time 
whether  bromine -containing  compoxmds 
are  stable  enough  in  the  lower  atmos¬ 
phere  to  ever  reach  the  stratosphere. 

Among  the  man-made  compounds 
containing  chlorine,  a  distinction  can 
be.  drawn  between  those  that  contain 
hydrogen  atoms  or  double  bonds,  and 
those  that  do  not.  The  available  data 
indicate  that  the  former  type  of  com¬ 
pounds  may  largely  be  removed  from 
the  atmosphere  through  natural  break¬ 
down  processes  before  ever  reaching 
the  stratosphere.  TTie  latter  group  of 
compounds,  which  can  reach  the  strato- 
^here,  can  also  be  divided  into  two 
groups. 

Hie  flrst  group  ccmsists  of  compoimds 
made  up  of  carbon  and  chlorine  only. 
Of  these  compounds,  only  carbon  tet¬ 
rachloride  is  of  concern.  The  existing 
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atmospheric  burden  of  carbon  tetra¬ 
chloride  indicates  that  it  is  currently  a 
large  source  of  stratospheric  chlorine. 
However,  this  burden  is  due  primarily 
to  large  releases  in  the  past,  since  the 
toxicological  hazards  of  this  compound 
have  now  severely  limited  its  present 
emissive  us^. 

The  second  group,  comprised  of  mole¬ 
cules  consisting  of  scxne  combination 
of  carbon,  fluorine,  and  chlorine,  but 
having  no  hydrogen  atoms  and  no  double 
bonds,  appears  to  pose  the  most  signifi¬ 
cant  threat  to  stratospheric  ozone  as¬ 
sociated  with  man-made  chemical  sub¬ 
stances.  This  groiqi  of  compounds  is 
denoted  as  the  fully  halogenated  chloro- 
fluoroalkanes.  ’The  available  data  indi¬ 
cate  that  these  compounds  are  not  read¬ 
ily  susceptible  to  removal  processes  in  the 
lower  atmosphere  and  most,  if  not  all, 
of  these  compounds  released  at  the 
earth’s  surface  will  eventually  release 
chlorine  into  Ihe  atmosphere  where  the 
chlorine  can  destroy  ozone. 

Among  the  fully  halogenated  chloro- 
fluoroalkanes,  the  two  compounds  cur¬ 
rently  being  released  to  the  atmosphere 
in  the  largest  amounts  are  the  chloro- 
fluoroalkanes  F-11  (trichlorofluorometh- 
ane)  and  F-12  (dichlorodifluorometh- 
ane) .  The  contribution  of  chlorine 
by  fully  halogenated  chlorofluoroalkanes 
other  than  F-11  and  F-12  is  currently 
small  by  comparison. 

’The  fully  halogenated  chlorofluoroal¬ 
kanes  released  at  the  earth’s  surface  as 
a  result  of  their  various  uses  are  trans¬ 
ported  upward  by  atmosi^erlc  motions 
without  significant  decomposition  until 
they  reach  stratospheric  levels  where 
the  energy  of  ultraviolet  radiation  is 
high  enough  to  chemically  decompose 
them.  When  this  occurs,  the  chlorine 
atoms  from  the  molecules  are  released 
into  the  stratosphere,  where  they  de¬ 
stroy  ozone  midecules  imtll  competing 
reactions  convert  the  chlorine  to  a  sub¬ 
stance  which  can  be  transported  out  of 
the  stratosphere.  No  decrease  in  strato¬ 
spheric  ozone  from  this  source  has  yet 
b^n  observed.  However,  the  calculated 
effect  from  the  amoimt  of  these  com¬ 
poimds  so  far  released  would  not  be 
distinguishable  from  natural  variations 
in  ozone  levels. 

In  all  respects  in  which  it  has  been 
possible  to  check  the  theory  described 
above  against  real-world  observations, 
the  theory  has  been  confirmed.  F-11  and 
F-12  are  foimd  in  the  lower  atmosphere 
and  in  the  stratosphere  at  levels  con¬ 
sistent  with  the  theory.  Their  ozone  de¬ 
stroying  potential  under  stratospheric 
conditions  has  been  demonstrated  in 
laboratory  experiments. 

Accordingly,  scientific  controversy  has 
increasingly  centered  not  on  whether 
continued  use  of  these  compounds  will 
result  in  a  depletion  of  the  ozone  layer, 
but  on  how  much  of  a  depletion  would 
result.  Eight  months  ago  the  National 
Academy  of  Sciences  estimated  that 
continued  release  of  F-11  and  F-12  at 
1973  rates  would  eventually  result  in  a 
depletion  of  the  ozone  layer  of  between 
two  and  twenty  percent,  with  their  best 
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estimate  being  that  about  a  seven  per¬ 
cent  depletion  would  result.  Further 
studies  since  then  have  continued  to 
yield  estimates  in  the  seven  percent 
range.  Though  a  number  of  studies 
are  now  in  progress  to  explore  this  mat¬ 
ter  further,  EPA  is  not  aware  of  develop¬ 
ments  that  would  give  cause  to  believe 
that  a  significantly  different  risk  esti¬ 
mate  will  emerge  from  them. 

These  questions  of  atmospheric  chem¬ 
istry  are  discussed  more  fully  in  the  sup¬ 
port  document,  Chlorofiuorocarbon 
Problem  Assessment. 

B.  USES  AND  ALTERNATIVES 

At  present,  fully  halogenated  chloro- 
fluoroalkanes  are  used  In  aerosol  prod¬ 
ucts,  in  refrigerators  and  air  condition¬ 
ers,  as  foam  blowing  agents,  and  as  sol¬ 
vents.  The  major  use  in  the  United 
States,  approximately  fifty  percoit,  is  as 
aerosol  propellants. 

EIPA  has  divided  its  regulatory  effort 
Into  two  phases  in  view  of  the  different 
types  of  considerations  in  addressing  the 
various  uses.  Ihe  first  phase  concerns 
only  aerosol  propellants  uses.  The  second 
phase  will  c(»nmence  later  this  year  and 
will  address  all  other  uses  (Including  uses 
as  an  active  ingredient  in  a»x>sol  prod¬ 
ucts. 

Aerosol  products  release  the  propellant 
during  normal  use.  In  contrast,  except 
for  unintentional  leakage,  a  refrigerator 
will  keep  the  fully  halogenated  chloro- 
fiuoroalkane  sealed  within  the  imlt  dur¬ 
ing  use.  While  disposal  controls  for  re¬ 
frigerators  may  be  possible,  this  ap¬ 
proach  is  not  feasible  for  aerosols.  In 
addition,  substitute  propellants  or  alter¬ 
natives  exist  for  most  aerosol  uses, 
whereas  less  is  known  about  acceptable 
alternatives  for  the  other  uses.  Finally, 
refrigerant  and  other  nonpropellant  uses 
are  more  Integral  to  the  functioning  of 
society  and  the  economy  than  aerosol 
uses,  and  hence  are  more  difficult  to 
evaluate  in  considering  an  appropriate 
regulatory  course. 

Because  of  the  above  considerations, 
more  time  is  needed  to  assess  the  tech¬ 
nical  and  economic  feasibility  of  substi¬ 
tute  products  and  systems  for  nonpro¬ 
pellant  uses  and  to  Investigate  the 
feasibility  of  developing  disposal  mecha¬ 
nisms.  Ccmsequently  a  determination  of 
unreasonable  risk  for  nonaerosol  pro¬ 
pellant  uses  has  been  postponed  for  fur¬ 
ther  evaluation  in  the  second  phase. 

With  respect  to  aerosol  propellant  uses, 
technically  feasible  and  economically  ac¬ 
ceptable  alternatives  exist  for  most  uses 
of  fully  halogenated  chlorofluoroalkane 
propellants.  They  fall  into  two  catego¬ 
ries:  alternative  propellants  and  alterna¬ 
tive  delivery  systems. 

Hydrocarbon  gas  propellants  are  al¬ 
ready  in  wide  use  for  many  classes  of 
products.  Until  recently,  they  were  not 
widely  used  in  personal  care  products  be¬ 
cause  of  cMicem  about  fiammability. 
Now,  the  possibility  of  hydrocarbon  pro¬ 
pellants  in  combination  with  a  flame  re¬ 
tardant  appears  to  result  in  acceptable 
flammablU^  levels.  Compressed  gases 
such  as  carbon  dioxide  are  also  being 
used.  Both  alternatives  may  result  in  re¬ 


ducing  retail  prices  by  as  much  as  fif¬ 
teen  percent. 

Alternative  delivery  systems  Include 
mechanical  pump  spray  (mist)  devices 
and  liquid,  powder,  and  wax  prepara¬ 
tions.  Deodorants,  cleaning  agents,  and 
shoe  polishes,  for  example,  are  packaged 
in  several  different  forms.  Indeed,  aero¬ 
sol  formulations  are  a  relatively  recent 
innovation.  In  additicm,  industry  will  im- 
doubtedly  continue  to  innovate  to  pro¬ 
duce  additional  alternatives. 

n.  Finding  of  Unseasonable  Risk 

A.  The  most  widely  accepted  models 
clearly  indicate  that  continued  release 
of  these  cixiujoimds  at  current  levels  for 
an  indefinite  period  will  have  adverse 
environmental  cimsequenees,  potentially 
affecting  the  entire  edobal  population 
now  and  in  future  generations.  Increased 
levels  of  ultraviolet  radiation  are  gen¬ 
erally  believed  to  lead  to  an  increased 
incidence  of  skin  cancer  in  view  of  the 
evidence  that  (1)  exposure  to  ultraviolet 
radiation  causes  or  is  a  significant  con¬ 
tributor  to  both  melanoma  and  non¬ 
melanoma  skin  cancer,  and  (2)  the  fre¬ 
quency  of  these  cancers  appears  to  bear 
a  direct  relation  to  the  intensity  of 
exposure.  Although  the  effects  of  the 
predicted  increase  of  ultraviolet  radia¬ 
tion  on  terrestrial  and  aquatic  life  can¬ 
not  be  quantified,  the  great  bulk  of  the 
evidence  suggests  that  there  would  be 
such  effects  and  that  such  effects  would 
be  detrimental.  Also,  the  development  of 
adverse  climatic  effects  is  possible  as  dis¬ 
cussed  in  the  support  documents  and  the 
report  of  the  National  Academy  of 
Sciences. 

B.  Quantitative  estimates  of  skin  can¬ 
cer  rates  are  somewhat  speculative.  How¬ 
ever,  one  estimate,  using  what  appears 
to  be  a  relatively  conservative  assump¬ 
tion  that  the  percentage  Increase  of  non- 
melanoma  skin  cancer  is  proportional  to 
the  percentage  decrease  in  stratospheric 
ozone  by  a  ratio  of  two  to  one.  Is  that 
15,000  cases  of  nonmelanoma  skin  can¬ 
cer  during  the  next  century  would  be 
prevented  In  the  United  States  alone  by 
banning  U.S.  aerosol  propellant  uses  of 
these  compounds  in  1978,  as  opposed  to 
allowing  such  uses  to  continue  indefi¬ 
nitely.  As  discussed  in  the  support  docu¬ 
ment,  the  ratio  may  be  much  higher, 
namely,  from  3  to  8.8.  While  the  Impact 
of  regulatory  action  on  the  incidence  of 
Melanoma  skin  cancer  Is  far  less  certain. 
It  is  reasonable  to  expect  the  avoidance 
of  some  Increase  by  reducing  further 
ozone  depletkm. 

C.  Restricting  the  use  of  fully  halogen¬ 
ated  chlorofiuoroalkanes  as  aerosol  pro¬ 
pellants  will  result  In  an  average  eco¬ 
nomic  Impact  to  Industry  in  the  range 
from  $169  million  to  $267  million  an¬ 
nually  for  the  four-year  period  following 
proposal  of  both  the  EPA  and  FDA  regu¬ 
lations.  Since  there  are  a  number  of  less 
expensive  substitutes  readily  available  for 
many  of  the  uses  that  will  be  prohibited, 
the  switch  to  these  substitutes  will  ac¬ 
tually  result  in  consumer  savings  which 
are  expected  to  range  from  $58  minion 
to  $340  million  annually.  The  range  of 
values  In  both  the  Industry  cost  and  con¬ 


sumer  savings  estimates  indicate  the  pos¬ 
sible  pricing  adjustments  by  industry  to 
reduce  the  Impact  of  regulation. 

D.  In  view  of  the  foregoing,  the  case 
for  regulation  is  clear.  At  the  price  of  a 
substantial  (Xie-tlme.  readily  absorbed 
economic  cost  which  does  not  deprive 
society  of  essential  products,  a  large 
number  of  threatened  skin  cancers  and 
potentially  serious,  albeit  unknown, 
effects  on  agricultural  resources,  climate, 
and  the  biosphere  that  would  otherwise 
be  suffered  by  future  generations,  would 
be  prevented. 

E.  The  principal  argument  that  has 

been  set  forth  for  not  regulating  now 
is  that  the  extent  of  the  risk  is  so  un¬ 
certain  that  action  should  be  deferred 
until  more  scientific  data  are  in  hand. 
Even  assuming  that  future  studies  will 
contribute  a  degree  of  additional  preci¬ 
sion  to  current  estimates,  a  delay  is  con¬ 
sidered  unacceptable  for  the  following 
reasons:  — 

1.  The  National  Academy  of  Sciences 
foxmd,  based  on  its  assessment  of  the 
problem  in  1976,  that  "selective  regula¬ 
tion  of  fully  halogenated  chlorofluoro¬ 
alkane  uses  and  releases  is  almost  cer¬ 
tain  to  be  necessary  at  some  time  and 
to  some  degree  of  completeness”.  The 
proposed  regulation  is  "selective"  since 
It  addresses  only  about  one-quarter  of 
the  total  world-wide  use,  and  only  those 
for  which  continued  reliance  on  the  fully 
halogenated  chlorofiuoroalkanes  is  non- 

Even  if  ozone  depletion  were  to 
turn  out  to  be  at  the  low  end  of  the 
range  estimated  by  the  Academy,  or  even 
somewhat  lower,  regulation  of  this  lim¬ 
ited  character  would  be  Justified. 

2.  ffhere  is  no  substantive  evidence 
which  indicates  that  the  Academy  esti¬ 
mates  will  change  significantly  with  fur¬ 
ther  study.  More  recent  studies  have 
tended  to  confirm  the  central  figure  of 
seven  percent  ozone  depletion.  If  that 
estimate  in  fact  turns  out  to  be  cor¬ 
rect,  relatively  small  but  nevertheless 
definite  costs  would  be  tncurred  by  a 
delay  in  regulation.  Althouj^  the  risk 
estimates  cited  above  rest  on  theoretical 
mathematical  models  and  should  not  be 
taken  as  more  than  a  rough  indication  of 
the  possible  size  of  the  problem,  they 
do  underline  that  under  accepted  theo¬ 
ries  of  carcinogenesis,  some  increase  In 
cancer  can  be  expected  to  result  from 
any  Increase  in  ultraviolet  radiation,  and 
that  given  the  high  current  Incidence  of 
nonmelanoma  skin  cancer  and  the  large 
size  of  the  exposed  population,  the  in¬ 
crease  In  the  number  of  cases  can  be  ex¬ 
pected  to  be  numerically  large  from  even 
a  small  increase  In  ultraviolet  radiation. 

3.  It  Is  very  possible  that  more  compre¬ 
hensive  regulation  of  fully  halogenated 
chlorofluoroalkane  releases  will  prove 
necessary,  particularly  if  estimates  of 
ozone  depletion  friMn  current  rdeases 
are  revised  upwards.  If  other  man-made 
sources  of  ozone  destruction  are  detected, 
or  If  additional  damage  resulting  from 
perturbations  of  the  natural  atmosphere 
are  demonstrated.  In  such  a  case.  It  win 
have  been  Important  for  the  United 
States  to  have  addressed  the  least  es¬ 
sential  uses  of  these  compounds  already. 
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both  to  lay  »  foundation  toe  further 
regulatory  steps  within  the  United  States 
and  as  a  basis  for  encouraging  other 
countries  to  take  paralld  regulatory 
steps. 

F.  Therefore,  the  Administrator  has 
concluded  that  the  continued  depletlcm 
of  stratospheric  oscme  as  the  result  ot 
discharges  frtMn  nonessential  aerosol 
products  c<mtalnlng  fully  halogenated 
chlorofluorocdkane  pn^ellants  presents 
an  unreasonable  risk  of  Injury  to  health 
and  the  environment,  and  that  pit^iosal 
of  this  regulatlcm  Is  necessary.  Mindful, 
however,  of  the  economic  impact  of  such 
action,  an  18-month  phase  out  schedule 
Is  considered  appropriate  since  such  a 
schedule  will  lnsiu«  that  such  products 
are  removed  frcMn  the  economy  In  a  man¬ 
ner  which  allows  for  an  orderly  adjust¬ 
ment  to  the  introduction  of  substitute 
products. 

The  Administrator  has  also  determined 
that  this  proposed  rule  should  apply  to 
exports  under  the  authority  of  sectlcm 
12(a)  (2)  of  TSCA.  Since  the  changes  In 
ozone  levels  and  the  resultant  adverse 
effects  are  not  restricted  to  the  country 
frmn  which  fully  halogenated  chloro- 
fluoroalkanes  are  emitted,  their  export 
presents  an  imreascmable  risk  of  Injury 
to  the  health  and  the  environment  of 
the  United  States.  Further,  since  en¬ 
vironmental  discharges  In  foreign  coim- 
tries  can  harm  the  global  envlnxunent. 
the  United  States  convened  an  interna¬ 
tional  meeting  of  the  principal  govern¬ 
ments  Involved  In  the  manufacture  and 
processing  of  fully  halogenated  chloro- 
fluoroalkanes  on  April  26-28,  1977,  and 
will  continue  Its  efforts  to  encourage 
world-wide  reductions  In  the  use  ot 
fully  halogenated  chlorofluoroalkanes. 

m.  Legal  Authority 

A.  EPA  AX7THORITT  UNDER  THE  TOXIC 
SUBSTANCES  CONTROL  ACT 

Ihls  proposed  rule  Is  authorized  by 
Sections  3(2),  6(a)  (2)  (A)  (1),  8(a),  and 
12(a)  (2)  of  the  Toxic  Substances  Contrcd 
Act  (TSCA)  (Pub.  L.  94-469,  Oct.  11. 
1976;  90  Stat.  2003;  IS  U.S.C.  2601  et 
seq.) .  Under  Section  6(a)  (2)  (A)  (1) ,  the 
Administrator  may  regulate  the  manu¬ 
facture,  processing,  and  distribution  In 
commerce  of  “chemical  substances,”  as 
the  latter  term  Is  defined  In  Section  3(2) . 
Excluded  from  the  term  “chemical  sub¬ 
stance”  are  “any  pesticide  (as  defined  in 
the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act)  when  manufactured, 
processed,  or  distributed  In  cc«nmerce  for 
use  as  a  pesticide,”  Section  3(2)  (B)  (ii), 
and  “any  food,  food  additive,  drug,  cos¬ 
metic,  or  devise  (as  such  terms  are  de¬ 
fined  in  Section  201  of  the  Federal  Fbod, 
Drug,  and  Cosmetic  Act)  when  manufac¬ 
tured,  iHocessed,  or  distributed  in  cmn- 
merce  for  use  as  a  food,  food  additive, 
drug,  cosmetic,  or  device”  Section  3(2) 
(B)  (Vi). 

The  infcHmation  available  to  EPA  Indi¬ 
cates  that  there  are  six  firms  bi  the 
United  States  which  manufacture  fulhr 
halogenated  chlorofiuoroalkanes;  that 
none  of  those  firms  manufacture  fully 
halogenated  chlorofiuoroalkanes  solely 


for  use  In  or  as  a  food,  food  additive, 
drug,  cosmetic,  or  device;  and  that  none 
of  those  firms  use  a  prooess  for  the 
manufacture  of  fully  halogmated  dtilo- 
rofiuoroalkane  propellants  which  differs 
according  to  the  p(rtaitlal  end  use  of  the 
product.  Thus,  at  the  time  of  manufac¬ 
ture,  It  Is  Impossible  to  determine 
whether  a  fully  'halogenated  chlcHO- 
fiuoroalkanels”*  •  * 'manufactured  •  •  • 
for  use  as  a  food,  food  additive,  drug, 
cosmetic,  or  device”  within  the  meaning 
of  Section  3(2)  (B)  (vl). 

TSCA  Is  Interpreted  as  authorizing  the 
regulatlcm  of  the  manufacture  of  a  sub¬ 
stance  ev^  though  the  possibility  exists 
that  It  may  eventually  beccnne  a  food, 
food  additive,  drug,  cosmetic,  device,  or 
component  therectf ,  If  there  also  exists  a 
reasonable  possibility  that  It  Is  b^ng 
manufacture  for  other  purposes  as  well. 
Accordingly,  under  the  circumstances 
described  above,  EPA  Is  authorized  to 
regulate  the  manufactmw  of  all  fully 
halogenated  chlorofiuoroalkanes  for  pro- 
pdlant  uses.  Section  3(2)(B)(vl)  does 
however  limit  EPA’s  authority  to  regu¬ 
late  processing  and  distribution  ot  fully 
halogenated  chlorofiuoroalkanes  since  in 
these  stages  It  would  normally  be  pos¬ 
sible  to  determine  that  a  fully  halo¬ 
genated  chlorofiuoroalkane  Is  being 
“•  •  •  processed  or  distributed  In  com¬ 
merce  for  use  as  a  food,  food  additive, 
drug,  cosmetic,  or  device.” 

Sectlmi  3(2)  also  affects  the  extent  to 
which  fully  halogenated  chlorofiuoro¬ 
alkanes  used  In  pesticides  registered  im- 
der  Sectlcm  3  of  the  Federal  Insecticide. 
Fungicide,  and  Rodenticide  Act  (rirkA) 
may  be  r^ulated  imder  TBCA.  The  pro¬ 
posed  rule  does  not  differentiate  between 
the  manufacture  of  fully  halogenated 
chl(Ht>fiuoroalkanes  for  possible  use  in 
pesticides  and  manufacture  for  other 
piUTMses  since,  at  the  time  of  manufoc- 
ture,  a  fully  halogenated  chlorofiuoro- 
alkane  Is  not  a  pesticide.  A  fully  halo¬ 
genated  chlorofiuoroalkane  does  not  be- 
come  a  pesticide  within  the  meaning  of 
FIFRA  until  Its  value  for  pesticide  pur¬ 
poses  is  established  and  It  becomes  a 
comp<Hient  of  a  pesticide  product.  (See 
discussion  of  proposed  TSCA  d^nltion 
of  chemical  substance  at  42  FR  13132, 
March  9,  1977) . 

It  is  not  clear  whether  Section  3(2)  (B) 
(11)  of  TSCA  permits  EPA  to  regulate 
the  processing  of  fully  halogenated 
chlorofiuoroalkanes  which  may  take 
place  as  part  of  the  manufacture  of 
pesticide  products.  EPA  invites  comments 
on  this  issue,  and  specifically,  on  whether 
regulating  such  processing  ot  chloro- 
fiuorocarbons  is  legally  or  functionally 
equivalent  to  regulating  the  manufacture 
of  pesticide  products  registered  under 
FIFRA. 

EPA  may  ban  distribution  of  bulk 
fully  halogenated  chlorofiuoroalkanes  for 
use  In  aerosol  pesticides  since  at  time  of 
distribution  the  chlorofiuorcMdkane  is  not 
a  pesticide  under  FIFRA.  EPA  may  not 
ban  the  distribution  of  the  finished  pesti¬ 
cide  article,  however,  since  by  then  the 
fully  halogenated  chlorofiuoroalkanes 
have  become  an  actual  component  of  the 
pesticide. 


EPA  proposes  to  Issue  reporting  re¬ 
quirements  under  sectlcm  8(a)  to  facili¬ 
tate  enforcement  of  this  regulation. 

B.  OTHER  EPA  LEGAL  AUTHORITIES 

Before  pursuing  regulatory  action 
under  TSCA  Section  6(a).  the  Admin¬ 
istrator,  imder  Sections  6(c)  and  9(b>. 
must  decide  whether  the  risk  of  injury 
to  health  or  the  environment  could  be 
eliminated  or  reduced  to  a  sufficient  ex¬ 
tent  by  other  Federal  laws  administered 
by  EPA.  If  the  Administrator  concludes 
that  the  risk  could  be  eliminated  or  re¬ 
duced  by  another  law  administered  by 
EPA,  then  he  may  regulate  under  TSCA 
only  if  he  also  finds.  In  his  discretion, 
that  it  is  in  the  public  interest  to  use 
TSCA. 

There  are  four  sections  of  the  Clean 
Air  Act  which  could  conceivably  be  used 
to  limit  the  emissions  from  aerosol  pro¬ 
pellant  uses  of  fully  halogenated  chloro- 
fluoralkanes.  Sections  108  and  109  of 
the  Act  call  for  the  setting  of  National 
Ambient  Air  Quality  Standards  for  those 
pollutants  which  in  the  judgment  of 
the  Administrator  have  an  adverse  ef¬ 
fect  on  public  health  ad  welfare  and 
come  frcMn  numerous  or  diverse  station¬ 
ary  or  mobile  sources.  In  view  of  the 
limited  number  of  the  faculties  which 
produce  the  compounds  of  concern,  the 
mechanism  of  the  Natlonl  Ambient  Air 
Quality  Standard  which  requires  the 
formulation,  approval,  and  implementa¬ 
tion  of  state  plans  to  attain  the  stand¬ 
ard  would  be  administratively  complex 
and  more  burdensiKne  on  aU  parties  In 
comparison  to  the  product  controls  avaU- 
able  under  TSCA. 

Sections  111  and  112  of  the  Act  em¬ 
power  the  Administrator  to  regulate 
emlsssiixis  from  a  buUding,  structure, 
facility,  or  Installation  which  emits  an 
air  pollutant.  TThese  sections  do  not  ap¬ 
pear  to  be  adaptable  to  the  control  of 
products  containing  fully  halogenated 
chlorofiuoroalkanes  as  propellants. 

FIFRA  is  the  only  other  statute  ad¬ 
ministered  by  EPA  which  provides  au¬ 
thority  for  addressing  the  full  halogen- 
ated  chlorofiuoroalkane  problem.  WhUe 
FIFRA  could  be  used  to  reduce  or  elimi¬ 
nate  the  risk  posed  by  pesticide  products 
using  fuUy  halogenated  chlorofluoro- 
alkane  propellants,  the  Administrator 
has  determined  that  It  is  In  the  public 
Interest  to  use  TSCA  to  the  extent  pos¬ 
sible  within  the  jurisdictional  limits  set 
by  Section  3(2)  (b)  (11)  of  TSCA. 

In  order  to  ban  the  use  of  such  pesti¬ 
cide  products  under  FIFRA,  it  would  be 
necesary  to  cancel  the  registrations  of 
approximately  2,(X)0  pesticides.  Unless 
pesticide  registrants  were  to  agree  to 
voluntarily  cancel  their  registrations. 
EPA  would  be  compelled  to  hold  cancel¬ 
lation  hearings  for  all  such  products. 
Cancellation  hearings  could  be  lengthy 
and  costly,  and  they  are  particularly  In¬ 
appropriate  In  this  case  since  EPA  is 
already  required  to  hold  a  public  hear¬ 
ing  imder  Section  6(c)  of  TSCA.  The 
TSCA  hearing  will  be  comprehensive  in 
nature  whereas  FIFRA  would  necessi¬ 
tate  a  number  of  separate  administra¬ 
tive  proceedings  for  uses  which  are  re¬ 
sponsible  for  less  than  two  percent  of  all 
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fully  taalogenated  chlorofluoroalkane 
omtesinnu.  The  Administrator  has  thus 
determined  that  FIFRA  should  not  be 
used  In  light  of  the  Inefficiency  and  cost 
of  using  two  EPA  statutes  simultaneously 
to  achieve  the  same  result. 

Pesticide  registrants  may,  of  course, 
request  essential  use  exemptions  from 
this  proposed  rule  as  some  registrants 
have  already  done. 

C.  COORDINATION  WITH  OTHER  STATUTES 

EPA  shares  jurisdiction  over  fuHy 
halogenated  chlorofluoroalkanes  with 
other  Federal  agencies.  As  discussed  pre¬ 
viously.  Section  3(2)(B)(vl)  of  T^A 
creates  an  exemption  for  articles  regu¬ 
lated  by  FDA  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  No  comparable 
exemption  exists  for  consumer  products; 
hence.  EPA’s  jurisdiction  overlaps  the 
authority  of  the  Cmisumer  Product 
Safety  Commission  (CPSC)  to  regulate 
consumer  products  containing  chemical 
propellants. 

EPA,  FDA,  and  CPSC  have  coordinat¬ 
ed  their  actions,  keeping  In  mind  the 
requirements  of  Section  9  of  TSCA,  to 
Insure  comprehensive  regulatory  cov¬ 
erage  while  minimizing  overlapping  reg¬ 
ulation  and  to  promote  effective  enforce¬ 
ment.  An  Interagency  workgroup,  con¬ 
sisting  of  representatives  of  EPA,  FDA, 
and  CPSC,  and  observers  from  the  De¬ 
partment  of  Commerce,  provides  a  mech¬ 
anism  for  continuous  consultation 
among  the  agencies. 

CPSC.  In  November  1976.  made  a 
preliminary  flnrfing  that  aerosol  prod¬ 
ucts  using  fully  halogenated  chloro- 
lluroalkanes  present  an  unreasonable 
risk  of  Injury  to  consumers  as  the  re¬ 
sult  of  the  destruction  of  ozone  In  the 
stratosphere  and  that  no  feasible  con¬ 
sumer  product  safety  standard  would 
adequately  protect  the  public.  The  Com¬ 
mission  directed  Its  staff  to  prepare  a 
draft  proposal  under  Section  8  of  the 
Consumer  Product  Safety  Act  to  declare 
such  aerosol  products  banned  hazardous 
products.  CPSC  subsequently  has  agreed 
to  terminate  Its  proceedings  to  the  ex¬ 
tent  that  timely  EPA  action  makes 
CPSC  regulation  imnecessary,  thereby 
avoiding  subjecting  hidustiy  to  three 
separate  actions  banning  aerosol  propel¬ 
lants.  In  addition,  on  April  29.  1977, 
CPSC  proposed  a  regulation  ^rtilch  would 
require  labeling  of  fully  halogenated 
chlorofluroalkanes  aerosol  products  as 
an  Interim  measure  until  a  ban  can  be 
effected. 

FDA  is  also  proposing  a  rule  today  to 
ban  FDA  regulated  products  containing 
fuUy  halogenated  chlorofluoroalkane 
aerosol  propellants.  A  phase  out  of  non¬ 
propellant  uses  regulated  by  FDA  will 
be  considered  later  In  cimjunctlon  with 
the  second  phase  of  EPA’S  regulatory 
approach. 

The  effective  dates  for  the  EPA  and 
FDA  regulations  have  been  coordinated. 
The  FDA  proposal  Is  directed  at  flnlshed 
foods,  drugs,  cosmetics,  and  devices  ccm- 
talnlng  fully  halogenated  chlorofluoral- 
kanes  and  therefore  does  not  contain 
an  effective  date  for  phasing  out  manu¬ 


facture  of  the  basic  chemical  whereas 
EPA’s  regulation  prohibits  manufacture 
of  the  basic  chemical  for  aerosol  lU'opel- 
lant  usee  as  of  October  15.  1978.  ’The 
FDA  regulatlim  Is  effective  December  16, 
1979,  as  the  cutoff  date  beyond  which 
products  manufactured  or  packaged 
after  that  date.  As  of  December  15.  1978 
the  EPA  regulation'  prohibits  the  dis¬ 
tribution  of  bulk  fully  halogenated 
chlorofluoroalkanes  for  processing  Into 
aerosol  products  and  the  processing  of 
fully  halogenated  Chlorofluoralkanes 
with  the  exceptions  noted  previously. 

Both  agencies  have  proposed  April  15, 
1978,  as  the  cutoff  date  beyond  which 
manufacturers  and  processors  of  the 
flnlshed  articles  may  no  longer  introduce 
them  Into  commerce.  FDA  and  EPA  In¬ 
tend  that  the  effective  dates  be  com¬ 
patible  to  the  fullest  extent  possible. 
While  the  terminology  used  by  each 
Agency  varies  somewhat,  the  differences 
reflect  the  wording  of  the  authorizing 
statutes. 

S.  PRKEICPTION  OF  STATX  LAWS 

This  proposed  regulation  may  affect 
the  authority  of  a  State  to  establish 
regulations  concerning  fully  halogenated 
chlorofluoroalkanes.  Section  18  provides 
that  when  EPA  restricts  the  manu¬ 
facture  of  or  otherwise  regulates  a 
chemical  imder  Section  6.  a  State  may 
Issue  only  requirements  which  are 
Identical,  mandated  by  other  Federal 
laws,  or  which  prohibit  the  use  of  the 
chemical.  Upon  request  by  a  State,  the 
Administrator  may  grant  an  exemption 
permitting  State  regulation  If  such  re¬ 
quirement  (1)  would  not  cause  a  person 
or  activity  to  be  In  violation  of  a  require¬ 
ment  under  the  TSCA  regulation,  and 
(2)  would  provide  a  greater  degree  of 
protection  and  not  unduly  burden  Inter¬ 
state  commerce. 

The  Agency  Invites  views  from  In¬ 
terested  parties  (m  the  rdationshlp  be¬ 
tween  this  prcqxised  rule  and  State  laws. 

rv.  Discussion  of  the  Proposed  Rule 

A.  SCOPE 

This  regulation  aiH>lles  only  to  the 
“fully  halogenated  chlorofluoroalkane’’ 
propellants.  The  reasons  for  this  cover¬ 
age  are  summarized  above  and  elabo¬ 
rated  In  the  support  document. 
Chlorofluorocarbon  Problem  Assessment. 

There  are  only  four  fully  halogenated 
chl(MT>flu<Hoalkanes  currently  being  used 
as  aerosol  propellants,  namely,  F-11,  F- 
12,  F-114,  and  P-115.  Most  of  the  other 
fully  halogenated  chlorofluoroalkanes 
appear  to  be  unsuitable  for  propellant 
use  because  of  biapprc^rlate  chonlcal- 
physlcal  properties  or  known  toxicologi¬ 
cal  hazards. 

Regardless  of  whether  or  not  a  fully 
halogenated  chlorofluoroalkane  is  being 
used  or  could  be  used,  the  restrictions 
are  i^ipUed  to  an  membm  of  this  class  to 
eliminate  the  existing  problem  and  to 
preclude  any  possibility  cff  the  same  prob¬ 
lem  reemergdng  with  other  similar 
compmmds. 

As  noted  above,  only  aerosol  p(r(4>el- 
lant  uses  are  covered  by  this  rule.  Ex¬ 


cluded  from  the  scope  are  those  fully 
halogenated  chlorofhmroalkanes  which 
are  used  In  aerosols  either  as:  a)  the  ac- 
tlvi^  ingredient,  or  b)  both  the  active  In¬ 
gredient  and  the  propellant.  An  example 
of  the  former  Is  the  use  of  fully  halo¬ 
genated  chlorofluoroalkanes  as  solvents 
In  aerosol  electronic  degreasers.  Exam¬ 
ples  of  the  latter  are  electrxmlc  chillers, 
boat  signal  horns,  and  drain  openers. 

B.  DEFINITIONS 

Definitions  of  many  of  the  terms  used 
in  this  regulation  also  aK)ear  In  Section 
3  of  TSCA,  and  at  42  FR  13130  (March  9. 
1977)  (proposed  40  CFR  Part  700.)  To 
the  extent  that  the  definitions  pn^sosed 
herein  differ,  they  are  controlling  for 
purposes  of  this  Part. 

TTie  terms  “manufacture,’’  “process,’’ 
and  “distribute  In  commerce”  are  given 
the  same  meaning  as  set  forth  tn  TSCA 
and  proposed  40  CFR  Part  701,  except 
tliat  the  definitions  Include  manufacture, 
processing,  and  distribution  for  export 
from  the  United  States.  Export  was  In¬ 
cluded  pursuant  to  the  finding  made 
above  that  exports  present  an  unreason¬ 
able  risk  to  the  environment  ot  the 
United  States. 

C.  PROPOSED  BANS  AND  EXEMPTIONS 

Section  762.11(a)  prohibits  any  per¬ 
son  from  manufacturing  fully  halogen¬ 
ated  chlorofluoroalkanes  for  any  aerosol 
propellant  use  after  October  15, 1978.  Ex¬ 
emptions  are  made  for  those  uses  found 
to  be  essential  by  EPA  (|  762.21)  and 
PDA  (21  CFR  2.125) . 

Section  762.11(b)  exempts  until  De¬ 
cember  15, 1978,  any  person  v^o  Imports 
fully  halogenated  chlorofluoroalkanes 
into  the  United  States.  ’Dils  exemption 
for  two  months  is  necessary  to  avoid  In¬ 
equitable  disparities  In  the  treatment  of 
foreign  and  domestically  produced 
chemical  substances  and  articles.  The 
possible  dl^arity  Is  raised  by  the  TSCA 
definition  of  "manufacture”  which  In¬ 
cludes  “to  Import  Into  the  customs  terri¬ 
tory  of  the  United  States  •  •  •”  With¬ 
out  this  exemption,  import  of  fully  halo¬ 
genated  chlorofluoroalkanes  would  be 
bsuined  on  October  15. 1978.  even  though 
U.S.  producers  could  continue  to  process 
fuUy  halogenated  chlorofluoroalkanes 
until  December  15,  1978.  By  making  the 
latter  date  apidicable  to  both  foreign  and 
domestic  businesses,  both  groups  will  be 
simultaneously  prohibited  from  moduc- 
Ing  or  Importing  finished  aerosol  prod¬ 
ucts  after  December  15, 1978.  Exempting 
importers  until  such  times  as  EPA  bans 
distribution  In  commerce  Is  not  desirable 
since  it  would  permit  Importers  to  man¬ 
ufacture  and  process  fully  halogenated 
chlorofluoroalkanes  after  UjB.  businesses 
are  precluded  from  doing  the  same. 

Section  762.12  prohibits  any  person 
from  processing  fully  halogenated  chlo¬ 
rofluoroalkanes  for  any  aerosol  propel¬ 
lant  use  which  Is  not  exempted  after  De- 
c«nber  15,  1978.  Processing  is  permitted 
for  the  exempted,  essential  uses  listed  In 
8  762.21,  for  use  as  a  pesticide  registered 
under  FIFRA.  and  for  use  m  food,  food 
additives,  drugs,  cosmetics,  and  devices. 
Processors  with  products  in  the  third 
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category  should  refer  to  FDA’s  proposed 
regulation. 

Sectimi  762.13 (a>  prohibits  any  manu¬ 
facturer  or  bulk  distributor  (defined  in 
§  762.1(b))  from  distributing  the  bulk 
fully  halogenated  chlorofiuoroalkane  for 
processing  into  an  aerosol  propellant  ar¬ 
ticle  after  December  15,  1978,  except  for 
use  in  an  FDA  regulated  product  or  as 
permitted  by  §  762.21.  Fully  halogenated 
chlorofluoroalkanes  intended  for  use  In 
pesticides  are  not  exempted  from  this 
prohibition,  as  explained  in  the  legal  au¬ 
thority  section. 

Section  762.13(b)  prohibits  any  proc¬ 
essor  from  distributing  a  finished  aero¬ 
sol  product  after  April  15,  1979.  'Pesti¬ 
cides  and  those  articles  regulated  by 
FDA  are  exempted  by  virtue  of  section 
3(2)  of  TSCA.  Essential  uses  (§  762.21) 
are  also  exempted. 

By  making  S  762.13(b)  applicable  only 
to  processors  (who  are  the  manufactur¬ 
ers  of  the  finished  articles) ,  FIPA  is  per¬ 
mitting  wholesalers  and  retailers  who 
have  purchased  articles  containing  aero¬ 
sol  propellants  from  processors  to  con¬ 
tinue  to  distribute  and  sell  their  existing 
stocks.  Articles  already  sold  and  intro¬ 
duced  into  commerce  by  the  processor  on 
or  before  April  15,  1979,  may  continue 
in  commerce. 

AU  prohibitions  and  exemptions  under 
§§  762.11-762.13  apply  to  exports  from 
the  United  States.  The  manufacture  of 
nonexempt  fully  halogenated  chlorofiu- 
oroalkanes  is  prohibited  for  both  direct 
export  as  a  raw  chemical  and  for  later 
export  as  a  component  of  a  domestically 
manufactured  article. 

The  foregoing  approach  is  considered 
the  least  burdensome  and  the  most  ap¬ 
propriate  means  of  regulating  fully  halo¬ 
genated  chlorofluoroalkanes.  Labeling, 
reporting,  and  notice  requirements  can¬ 
not  remedy  the  basic  problem,  that  of 
emissions  into  the  atmosphere.  Similarly, 
controlled  disposal  Is  not  feasible. 

A  prohibition  of  the  manufacture, 
processing,  and  distribution  in  commerce 
of  nonessential  fully  halogenated  chlo- 
rofluoroalkane  propellants  is  the  only 
practicable  regulatory  alternative.  While 
the  Agency  expects  that  its  ban  on  man¬ 
ufacture  will  be  complied  with,  prohibi¬ 
tion  of  processing  and  distribution  is  also 
necessary  to  insure  that  persons  do  not 
divert  fully  halogenated  chlorofiuoroal- 
kanes  manufactured  for  other  uses  to 
make  products  which  are  prohibited. 

D.  ESSENTIAL  USES 

During  development  of  this  rule,  vari¬ 
ous  persons  requested  exemptions  for 
certain  products  using  fully  halogenated 
chlorofiuoroalkane  aerosol  propdlants. 
The  criteria  EPA  used  and  the  lnf(»’- 
matlcm  FFA  considered  in  evaluating 
whether  to  grant  these  requests,  as  well 
as  the  decisions  EPA  reaped,  are  de¬ 
scribed  in  the  support  document  Essen¬ 
tial  Use  Determinations. 

Essential  uses  are  listed  in  8  762.21. 
ITie  desirability  ot  ccmtinued  use  of  these 
products  will  be  reevaluated  In  the  sec¬ 
ond  phase  of  EPA’s  regulatory  approach. 
The  use  of  P-11  or  P-12  as  propellant  In 


the  f(dlowing  products  was  considered 
mmessential:  lottery  terminal  protec¬ 
tion  spray,  spray  paints,  solid  luluicant 
sprays,  mold  release  agents  for  nonplas¬ 
tic  materials,  most  pesticide  sprays,  dia¬ 
mond  grit  spray,  paper  frictionizing  in¬ 
dicator  spray  and  electronic  cleaners. 

EPA  will  consider  additional  requests 
for  essential  use  exemptions.  The  Agency 
will  look  with  disfavor  upon  any  such 
requests  received  after  July  15,  1977,  im- 
less  good  caus-'^  for  delay  in  making  the 
request  is  founu  .o  exist. 

E.  REPORTING  REQUIREMENTS 

A  reporting  requirement,  proposed 
under  Section  8(a)  ot  TSCA,  directs 
manufacturers  and  processors  of  fully 
halogenated  chlorofiuoroalkanes  to  sub¬ 
mit  annual  reports  to  EPA  regarding  uses 
for  which  fully  halogenated  chlorofiuoro¬ 
alkanes  were  manufactured  and  proc¬ 
essed  and  the  quantities  associated  with 
each  use. 

In  requiring  all  manufacturers  and 
processors  to  submit  annual  reports, 
EPA  assumes  that  there  are  no  manu¬ 
facturers  or  processors  who  manufacture 
or  process  fully  halogenated  chloro¬ 
fluoroalkanes  solely  for  aerosal  propel¬ 
lant  uses  which  are  not  covered  by  the 
proposed  rule  i.e.,  totally  exempted  by 
virtue  of  Section  3(2)(B)(vi)  of  TSCA. 
If  EPA  learns  that  there  are  such  manu- 
lacturers  or  processors,  the  reporting  re¬ 
quirement  will  be  amended  to  exclude 
such  manufacturers  or  prix'essors. 

F.  ECONOMIC  IMPACTS 

The  combined  economic  impact  of  the 
EPA  and  FDA  regulations  have  been 
estimated.  A  support  document  for  this 
regulation  The  Economic  Impact  of 
Potential  Regulation  of  Fluorocarbon 
Aerosols  comprises  the  Economic  Impact 
Statement  required  by  Circular  A-107  of 
the  Office  of  Management  and  Budget. 

Elconomic  impact  is  measured  against 
a  baseline  forecast  for  the  aerosol  in¬ 
dustry  and  propellant  manufacturers  in 
the  a^nce  oi  regulations.  Impacts  were 
estimated  in  terms  of  changes  in  value 
added  for  the  different  sectors  of  the  in¬ 
dustry  and  in  terms  of  effects  on  em¬ 
ployment,  consumers,  and  small  busi¬ 
nesses. 

The  economic  impacts  im  the  aerosol 
industry  of  the  proposed  IS-mcmth  com¬ 
pliance  schedule  is  estimated  to  range 
from  $169  million  to  $267  million  annu¬ 
ally  for  the  four-year  period  following 
proposal  of  this  regulation.  ITie  range  of 
impacts  is  dependent  on  the  possible 
pricing  adjustments  of  the  aerosol  Indus¬ 
try  to  reduce  the  impact  of  the  regula¬ 
tion.  The  corresponding  savings  to  con¬ 
sumers  will  range  from  $58  million  to 
$240  million  annually  reflecting  the  lower 
costs  of  the  likely  alternatives  to  fully 
halogenated  chlorofiuoroalkane  aerosol 
products.  This  savings  is  estimated  at  an 
average  reduction  of  8  to  19  cents  per 
unit  for  the  replacement  products. 

An  examination  of  how  the  economic 
impacts  would  vary  If  the  phase  out 
schedule  where  chimged  was  also  con¬ 
ducted.  A  six-month  i^ase  out  schedule 


would  result  in  an  estimated  46  percent 
increase  in  economic  impact  over  the 
proposed  18-month  schedule.  Extending 
the  schedule  from  18  to  30  mimths  would 
have  far  less  impact  than  the  six  to  18 
month  extension. 

By  banning  manufacture,  processing, 
and  distribution  on  successive  dates,  EPA 
has  attempted  to  allow  the  orderly  dis¬ 
position  of  stocks  in  existence  on  the  date 
of  the  manufacturing  ban. 

Dated:  May  10.  1977. 

Douglas  Costle. 
Administrator. 

It  is  proposed  to  amend  40  CFR  by 
adding  ^e  following  Part  712: 

PART  712— CHLOROFLUOROCARBONS— 
REPORTING  REQUIREMENTS 

Sec. 

712.1  Scope. 

712.2  Definitions. 

712.3  Reporting  Requirements. 

712.4  Confidentiality. 

Authoritt:  Sec.  6,  Pub.  L.  94-469.  90  Stat. 
2020  (15  VS.C.  2605);  Sec.  8(a),  90  Stat. 
2027  (15  U.S.C.  2607). 

§  712.1  Scope. 

This  part  requires  manufacturers  and 
processors  of  fully  halogenated  chloro¬ 
fluoroalkanes  to  make  annual  reports  to 
the  Environmental  Protection  Agency. 

§  712.2  Definitions. 

For  the  purpose  of  this  part : 

(a)  “Aerosol  propellant”  shall  have 
the  meaning  set  forth  in  8  762.2b  of  this 
chapter: 

(b)  “Manufacture”  shall  have  the 
meaning  set  forth  In  8  762.2(g)  of  this 
chapter; 

(c)  “Process”  shall  have  the  meaning 
set  forth  in  8  762.2(h)  of  this  chapter. 

§712.3  Reporting  requiremenU. 

(a)(1)  During  March  of  each  year  be¬ 
ginning  in  1980,  each  manufacturer  of 
fully  halogenated  chlorofluoroalkanes 
and  each  processor  of  fully  halogenated 
chlorofluoroalkanes  for  aerosol  propel¬ 
lant  uses  shall  ‘submit  an  annual  report 
to  the  F^nvironmoital  Protection  Agency. 
Such  annual  r^^ort  shall  cover  the  pre¬ 
vious  calendar  year  and  shall  state:  (i) 
the  uses  for  which  such  fully  halogaiated 
chlorofluoroalkanes  were  manufactured 
and/or  processed,  (11)  the  quantities  as¬ 
sociated  with  each  use  and  (ill)  the  name 
and  business  address  of  the  person  from 
whom  such  chlorofluoroalkanes  were 
purchased  and  the  name  and  business 
address  of  the  person  to  whom  such 
chlorofluoroalkanes  were  sold,  respec¬ 
tively.  The  uses  required  to  be  stated  in 
such  report  shall  include  the  essential 
aerosol  propellant  uses  as  listed  in 
8  762.21  of  this  chapter  and  in  21  CFR 
2.125,  all  other  aerosol  {Mopellant  uses, 
and  nonaerosol  iM'opellant  uses  includ¬ 
ing  but  not  limited  to  such  uses  as  re¬ 
frigerants,  foams  and  solvents. 

(2)  The  report  shall  include  the 
following  stat^ent,  signed  by  a  reqxm- 
sible  agent  ot  the  manufacturer  or  proc¬ 
essor  submitting  such  report: 
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I  oertlfy  tbat.  to  tbe  beet  of  my  knowledge 
•nd  b^ef,  the  contents  of  this  Report  ere 
ecc\irate  and  complete. 

(b)  Each  annual  report  shsOl  be  sub¬ 
mitted  by  registered  mail  to  the  Director 
of  the  Enforcement  Division  of  the  EPA 
Regional  OflBce  within  whose  region  the 
person  submitting  such  a  report  has  his 
principal  place  of  business. 

§  712.4  ConfidonUality. 

(a)  Persons  submitting  Information 
imder  §  712.3  may  assert  a  claim  of  busi¬ 
ness  confidentiality  by  marking  such  in- 
formaticm  as  confidential  when  sub¬ 
mitted.  In  formation  not  so  marked  may 
be  publicly  disclosed  by  E3*A-  Hie  pro¬ 
cedures  set  forth  in  85  2.201-2.213  of  this 
chapter  will  be  followed  In  administer¬ 
ing  this  section. 

It  is  proposed  to  establish  a  new  40 
CPR  762  to  read  as  follows: 

PART  762.— CHLOROFLUOROCARBONS 

762.1  Scope. 

762.2  Oellnltioiis. 

762.11  Iilanufacture:  Prohibitions  and  Ex¬ 

emptions. 

762.12  Processing:  Prohibitions  and  Exemp¬ 

tions. 

762.13  Distribution  In  Commerce:  Prohibi¬ 

tions  and  Exemptions. 

762.21  Essential  Use  Exemptions. 

Authoritt:  Sec.  6,  Pub.  L.  94-469,  90  Stat. 
2020  (16  UA.C.  2605) ;  Sec.  8(a).  90  Stat.  2027 
(16  UA.C.  2607):  Sec.  12(a)  (2).  90  Stat.  2033 
(16  UA.C.  2611). 

§  762.1  Scope. 

ITiis  part  prohibits  the  manufacture, 
processing,  and  distribution  of  fully 
halogenated  chlorofiuorolkanes  used  as 
aerosol  propellants  which  are  subject  to 
the  Toxic  Substances  Control  Act.  and 
lists  various  exemptions  to  the  prohibi¬ 
tions. 

§  762.2  Definitions. 

For  the  purposes  of  this  Part; 

(a)  The  term  ‘'Administrator*'  means 
the  Administrator  of  the  Environmental 
Protection  Agency. 

(b)  The  term  "aerosol  propellant" 
means  a  liquified  or  compressed  gas  in  a 
container  where  the  purpose  of  the  liqui¬ 
fied  or  compressed  gas  is  to  expel  from 
the  container  liquid  or  solid  material  dif¬ 
ferent  from  the  aerosol  propeUant. 

(c)  The  term  "bulk  dlstrl^tor”  means 
any  processor  who  purchases  fully  halo¬ 
genated  chlorofiuoroalkanes  from  a 
manufacturer  of  such  cmnpoimds  for 
the  purpose  of  resale  prior  to  their  being 
process^  into  an  article. 

(d)  The  term  "chemical  substance", 

(1)  Except  as  provided  in  sulqiara- 
graph  (2).  means  any  organic  or  In- 
orgimlc  substance  of  a  particular  molec¬ 
ular  identity.  Including — 

(D  Any  combination  of  such  siib- 
stances  occiurlng  in  whole  or  In  part  as 
a  result  of  a  chemical  reaction  or  occur¬ 
ring  in  nature,  and 

(U)  Any  element  or  imcomblned  radi- 
eaL 

(2)  Such  term  does  not  include — 

(D  Any  mixture, 

(11)  Any  pesticide  (as  defined  in  the 
Federal  Dosecticlde,  Fungicide,  and  Ro- 


denticide  Act)  when  manufactured, 
processed,  or  distributed  in  commerce 
for  use  as  a  pesticide, 

(lii)  Tobacco  or  any  tobacco  product, 

(iv)  Any  source  material,  special  nu¬ 
clear  material,  or  byproduct  material 
(as  such  terms  are  defined  in  the  Atomic 
Energy  Act  of  1954  smd  regulations  is¬ 
sued  imder  such  Act), 

(V)  Any  article  the  sale  of  which  Is 
subject  to  the  tax  imposed  by  section 
4181  of  the  Internal  Revenue  Code  of 
1954  (determined  without  regard  to  any 
exemptions  from  such  tax  provided  by 
section  4182  or  4221  or  any  other  provi¬ 
sion  of  such  Code),  and 

(vi)  Any  food,  food  additive,  drug,  cos¬ 
metic,  or  device  (as  such  terms  are  de¬ 
fined  in  section  201  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act)  when  manu¬ 
factured.  processed,  or  distributed  in 
commerce  for  use  as  a  food,  food  addi¬ 
tive,  drug,  cosmetic,  or  device. 

The  term  “food"  as  used  in  clause  (vi) 
of  this  subparagraph  Includes  poultry 
and  poultry  products  (as  defined  in  sec¬ 
tions  4(e)  and  4(f)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act),  meat  and  meat 
food  products  (as  defined  in  section  1(J) ' 
of  the  Federal  Meat  Inspection  Act), 
and  eggs  and  egg  products  (as  defined  in 
section  4  of  the  Egg  Products  Inspection 
Act). 

(e)  The  term  “commerce”  means 
trade,  traffic,  transportation,  or  other 
commerce  (1)  between  a  place  in  a  State 
and  any  place  outside  of  such  State,  or 
(2)  which  affects  trade,  traffic,  transpor¬ 
tation,  or  commerce  described  in  clause 
(1). 

(f)  The  terms  "distribute  in  com¬ 
merce"  and  "distribution  in  commerce" 
when  used  to  describe  an  action  taken 
with  respect  to  a  chemical  substance  or 
mixture  or  article  containing  a  substance 
or  mixture  (1)  includes  distribution  in 
commerce  for  ex[>ort  from  the  United 
States,  and  (2)  means  to  sell,  or  the  sale 
of,  the  substance,  mixture,  or  article  in 
commerce;  to  Introduce  or  deliver  for 
Introductira  into  commerce,  or  the  in¬ 
troduction  or  delivery  for  introduction 
into  commerce  of.  the  substance,  mix¬ 
ture.  or  article;  or  to  hold,  or  the  holding 
of,  the  substance,  mixtiu^,  or  article  after 
its  introduction  into  commerce. 

(g)  The  term  "manufacture"  means  to 
import  into  the  customs  territory  of  the 
United  States  (as  defined  in  general 
headnote  2  of  the  Tariff  Schedules  of 
the  United  States),  produce,  or  manu¬ 
facture.  and  includes  manufacture  for 
export  from  the  United  States. 

(h)  The  term  “process”  (1)  includes 
process  fw  export  from  the  United 
States  and  (2)  means  the  preparation 
ot  a  chemical  substance  or  mixture,  after 
its  manufacture,  w  distribution  hi  omn- 
merce — 

(1)  m  the  same  form  or  physical  state 
as,  or  in  a  different  form  or  phsrsical  state 
from,  that  in  which  it  was  received  by 
the  persmi  so  preparing  such  substance 
or  mixture,  or 

(U)  As  part  of  an  article  containing 
the  chemical  substance  or  mixture. 


(I)  The  term  “processor"  means  any 
person  who  processes  a  chemical  sub¬ 
stance  or  mixture. 

(J)  The  term  "State”  means  any  State 
of  the  United  States,  the  District  of 
Columbia,  the  C^cunmonwealth  of  Puerto 
Rico,  the  Virgin  Islands,  Quam,  the 
Canal  Zone,  American  Samoa,  the 
Northern  Mariana  Islands,  or  any  other 
territory  or  possession  of  the  United 
States. 

(k)  The  term  "United  States”,  when 
used  in  the  geographic  sense,  means  all 
of  the  States. 

§  762.11  Man  u  far  lure:  Prohibitions  and 
Exemptions. 

(a)  After  October  15.  1978,  no  per¬ 
son  may  manufacture  any  fully  halo¬ 
genated  chlorofiucHXMilkane  for  any 
aerosol  propellant  use  except  as  follows ; 

(l)  For  those  essential  uses  listed  in 
§  762.21;  or 

(2)  For  those  essential  uses  for  food, 
food  additives,  drugs,  cosmetics  and  de¬ 
vices  listed  in  21  CFR  2.125. 

(b)  Paragraph  (a)  of  this  Section 
shall  not  ai^ly  to  any  person  who  im¬ 
ports  fully  halogenated  chlorofluoro- 
alkanes  into  the  United  States  prior  to 
December  16,  1978. 

§  762.12  ProresRing:  Prohibition)*  and 
Exemptions. 

After  December  15.  1978,  no  person 
may  process  any  fully  halogenated  chlo- 
rofiuoroalkane  for  any  aerosol  propel¬ 
lant  use  except  as  follows: 

(a)  For  use  in  an  article  which  Is  a 
food,  food  additive,  drug,  cosmetic,  or 
device 

(b)  For  use  as  a  pesticide  registered 
under  Sectimi  3  of  FIFRA;  or 

(c)  For  those  essential  uses  Usted  in 
8  762.21. 

§  762.13  Distribution  in  Comnirrt*r: 
Prohibitions  and  Exemptions. 

(a)  After  December  15. 1978,  no  manu¬ 
facturer  or  bulk  distributor  may  dis¬ 
tribute  in  ccmimerce  any  fully  halog^- 
ated  chlorofluoroalkane  for  processing 
any  aerosol  propellant  article  except  as 
follows : 

(1)  For  use  in  an  article  t^ich  is  a 
food,  food  additive,  drug,  cosmetic,  or 
device  *;  or 

(2)  For  those  essential  uses  listed  in 
8  762.21. 

(b)  After  April  15,  1979,  no  processor 
may  distribute  in  commerce  any  article 
containing  a  fully  halogenated  chloro- 
fiuoroalkane  except  for  the  following 
articles: 

(1)  An  article  adiich  is  a  food,  food 
additive,  drug,  cosmetic,  or  device,*  or; 

(2)  A  pesticide  product  registered  un¬ 
der  Section  3  of  FIFRA;  or 

(3)  An  article  listed  in  8  762.21. 

§  762.21  Essential  Use  Exemptions. 

The  following  aerosol  prcHT^ant  uses 
of  fully  halogenated  chlorofluoroalkanes 
are  essoitial  uses: 


*TIm  Pood  and  Drug  Administration  has 
promulgated  separate  regulations  on  use  of 
fully  halogenated  ehlorofluoroalkanee  In 
these  articles. 
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(a)  Mercaptan  stoich  warning  devices 

(b)  Rdease  agent  tor  i^tlc  molds  ? 

(e>  Flying  Insect  pesticides  for  use  in  * 

nonresldentlal  food  handling  establish¬ 
ments  and  poultry  coops;  and  tor  space¬ 
spraying  of  aircraft  i 

(See.  6,  Pub.  L.  »4-4e0.  90  Stet.  2030  (IS  I 

njB.O.  2006);  See.  8(a).  90  Stat.  2027  (16  i 

Un.O.  2007) ;  See.  12(a)  (2) ,  90  Stat.  3033  (15  ' 

U3.C.3011).)  , 

(PR  Doc.77-13840  Piled  6-11-77:10:00  am]  ' 
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NOTICES 


CONSUMER  PRODUCT  SAFETY 
COMMISSION 

I 

NON-ESSENTIAL  USES  OF  FULLY  HALO>- 
GENATEO  CHLOROFLUOROALKANES  AS 
PROPELLANTS  IN  CONSUMER  AEROSOL 
PRODUCTS 

Commission  Action  In  Response  to  the 
Environmental  Protection  Agency’s  Pro¬ 
posed  Ban 

In  this  document  the  Consumer  Prod¬ 
uct  Safety  Commission  (CPSC)  an¬ 
nounces  its  action  in  response  to  the  En¬ 
vironmental  Protection  Agency’s  (EPA) 
"Proposed  Regulation  of  Fully  Haloge- 
nated  Chlorofluoroalkanes”  appearing 
elsewhere  in  this  Issue  of  the  Federal 
Register.  That  proposed  regulation 
covers  chlorofluorocarbons  in  aerosol 
products  under  the  Commission’s  juris¬ 
diction  which  were  preliminarily  found 
by  the  Commission  to  present  an  unrea¬ 
sonable  risk  of  injury  to  consumers  from 
the  destruction  of  the  ozone  layer  for 
which  no  feasible  consumer  product 
safety  standard  is  adequate  to  protect 
the  public.  The  EPA  action  renders  ban¬ 
ning  action  by  the  Commission  imneces- 
sary  at  this  time;  however,  the  Com¬ 
mission  will  continue  to  closely  monitor 
the  EPA’s  regulatory  actions  and  if  It 
becomes  appropriate  the  Commission 
may  issue  its  own  banning  regulation. 

Background 

On  November  22,  1976,  the  CPSC 
granted  a  petition  from  the  Natural  Re¬ 
sources  Defense  Council  to  begin  regu¬ 


latory  proceedings  leading  to  a  ban  of 
certain  fluorocarbons  In  aerosols.  The 
Commission  deckled  that,  cm  the  basis  of 
Infonnaticxi  available,  certain  aerosol 
c(xisumer  products  with  chlorofluorocar¬ 
bon  propellants  may  present  an  unrea¬ 
sonable  risk  of  Injury  to  consumers  from 
the  destructimi  of  the  ozone  layer  and 
that  no  feasible  consmner  product  safety 
standard  could  adequately  protect  the 
public. 

The  Commission  Instructed  its  staff  to 
prepare  a  notice  proposing  to  ban  aerosol 
consumer  products  containing  the  com¬ 
pounds  dichlorodifluoromethanc,  tri- 
chlorofluoromethane  and  other  fluoro¬ 
carbon  compounds  with  similar  physical 
and  chemical  properties  as  propellants. 
The  ban  would  address  the  apparent  un¬ 
reasonable  risk  of  injury  associated  with 
these  products  resulting  from  the  de¬ 
struction  of  ozone  in  the  stratosphere. 

In  that  decision,  the  Commission  rec¬ 
ognized  that  the  EPA,  under  the  Toxic 
Substances  Control  Act,  planned  to  pro¬ 
pose  regulatory  action  with  respect  to 
the  non-essential  uses  of  certain  chloro¬ 
fluorocarbon  propellants.  Therefore,  it 
was  the  Commission’s  intent  that,  if  EPA 
proposed  a  rule  within  a  reasonable  pe¬ 
riod  of  time  and  proceeded  with  regula¬ 
tory  action  which  would  render  Commis¬ 
sion  action  in  the  matter  to  be  unneces¬ 
sary,  the  Commission  would  consider  ter¬ 
minating  its  proceeding. 

The  Commission’s  staff  was  directed  to 
cooperate  closely  with  the  EPA  and  the 
Pood  and  Drug  Administration  (PDA), 


which  had  announced  their  intention  to 
phase  out  the  non-essential  uses  of  fluo¬ 
rocarbons  in  products  under  their  Juris¬ 
dictions.  Since  that  time  the  staff  has 
been  working  closely  with  the  Inter¬ 
agency  Chlorofluorocarbon  Work  Group 
(a  committee  including  EPA,  PDA  and 
CPSC)  to  develop  the  proposed  EPA  pro¬ 
hibition  on  the  manufacture,  processing, 
and  distribution  of  fully  halogenated 
chlorofluoroalkanes  for  non-essential 
aerosol  propellant  uses,  which  appears 
elsewhere  within  this  issue  of  the  Fed¬ 
eral  Register.  The  Commission  has  re¬ 
viewed  EPA’s  proposed  ban  and  has  de¬ 
termined  that  further  banning  action  by 
the  Commission  is  unnecessary  at  this 
time. 

It  should  be  noted  that,  until  such  time 
as  a  ban  becomes  effective,  the  Commis¬ 
sion  proposed  a  regulation  (42  PR  21807, 
April  29,  1977)  imder  section  27(e)  of 
the  Consiuner  Product  Safety  Act  re¬ 
quiring  manufacturers  of  such  products 
to  (1)  notify  the  Commission  of  the  con¬ 
sumer  products  containing  these  propel¬ 
lants,  (2)  notify  consumers  at  the  point 
of  purchase,  by  labeling,  of  the  chloro¬ 
fluorocarbon  propellant  contained  in  the 
product,  and  (3)  include  a  warning  state¬ 
ment  on  chlorofluorocarbon  containing 
aerosol  consumer  products. 

Dated:  April  22,  1977. 

Sadtx  E.  Dunn, 

-  Secretary,  Consumer  Product 
Safety  Commission. 

[FR  Doc.77-12165  Piled  6-11-77:10:00  am] 
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ARE  YOU  INTERESTED  IN  OBTAINING  INFOR¬ 
MATION  ABOUT  OR  ATTENDING  A  FOUR-DAY 
LEGAL  DRAFTING  WORKSHOP  CONDUCTED 
BY  THE  OFFICE  OF  THE  FEDERAL  REGISTER? 

If  you  are,  clip,  complete  and  return  the  coupon  to: 

Ms.  Rose  Anne  Lawson 
Office  of  the  Federal  Register 
National  Archives  and  Records  Ser\dce 
Washington,  D.C.  20408 
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Please  print  carefully. 
The  coupon  is  your 
address  label. 


(Name) 


(Address) 


(City,  State,  ZIP) 
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